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Approval is requested for extension of a currently approved collection of information from local, state and tribal governments regarding the adoption of the FDA Food Code, a voluntary model of food safety regulatory standards in the retail setting.  The Association of Food and Drug Officials (AFDO) has been contracted by FDA to contact local, state and tribal officials to obtain information about the status of Food Code adoptions in their respective jurisdictions.  Telephonic and electronic means have been used since 2001 when the project began using the OMB approved information collection form.  AFDO compiles this information in an active data base and produces quarterly reports on the nationwide progress towards adoptions of the Code.  Results are posted on the FDA web site and are updated quarterly as new information is gathered by AFDO.  Based on experience gained in the last three years, FDA has reduced the number of agencies needed to be contacted and revised the information collection form, reducing the number of questions from 16 to 5 to further minimize the burden on responding agencies.  Approval is sought for using the revised form, (Attachment 1) that is attached to this request.  

A. Justification

1. Necessity for the Information Collection:

The Food and Drug Administration (FDA) has major responsibilities for assuring the safety of the nation’s food supply.  Among these responsibilities, FDA has the lead federal food safety inspection role for foods prepared and sold at retail and works closely with local, state and tribal government agencies that operate retail food safety regulatory programs within their respective jurisdictions.  FDA also works closely with the Food Safety and Inspection Service/U.S. Department of Agriculture (FSIS/USDA), which as the lead federal food safety role for meat and poultry.  

In cooperation with consumers, academia, industry, local, state and tribal officials, other federal agencies, and with a number of professional and government associations, FDA, through the Conference for Food Protection, has developed the model FDA Food Code.  The Code assists and promotes consistent implementation of national food safety regulatory policy among the several thousand local, state and tribal governments that have primary responsibility for the regulation or oversight of retail level food operations. The FDA Food Code provides a scientifically sound technical and legal basis for regulating the retail segment of the food industry and promotes national uniformity.

Authority for providing such assistance is derived from section 311(a) of the Public Health Service Act (42 U.S.C. 243) and delegation of authority from the Public Health Service to the Commissioner of Food and Drugs relative to food protection is contained in 21 CFR 5.10(a)(2) and (a)(4). Under 31 U.S.C. 1535, FDA provides assistance to other Federal agencies such as the Indian Health Service.  (Attachment 2)

2. Use of the Information:

Nationwide adoption of the model FDA Food Code is an important step to achieve uniformity and consistent food safety practices and standards that are scientifically sound and risk-based and to work more effectively with partners in state, local and tribal governments and with other federal agencies.  To help achieve these aims,  FDA needs a comprehensive, current and accurate inventory of Food Code adoptions around the country to monitor the effectiveness of FDA’s assistance to these agencies and to identify gaps where additional assistance may be needed.  

In 2001, the Association of Food and Drug Officials (AFDO), under contract from FDA, began an information collection project using an OMB-approved information collection form comprised of 16 questions that provided the data for a computerized active data base to track the adoptions of local, state and tribal codes/regulations patterned after the FDA Food Code.  Quarterly progress and status reports were submitted to FDA and placed on FDA’s web site as new information was developed by AFDO.  http://www.cfsan.fda.gov. 

3.  Use of Information Technology
Response to this project has been excellent with a 97% response rate from the agencies contacted.  The experience gained since 2001 has further reduced the number of agencies to be contacted and the types of information to be gathered.  As a result, the number of questions on the survey form to be used by AFDO has been reduced from 16 to 5 questions to further minimize the burden on responding agencies.  Collections of information are electronically and/or telephonically obtained providing the respondents with data already in the data base to further ease the response and lower the burden.  Results are posted in tabular and graphic formats on the FDA web site with quarterly updates as new data are received. 

4. Efforts to Identify Duplication

FDA is unaware of any comprehensive inventory of Food Code adoptions from other sources.   No public comments were received that identified any other sources.

5. Method to Minimize Burden on Small Businesses

No small businesses will be involved in this collection.

6. Consequences of Not Conducting the Collection

Without this data collection, FDA will be unable to have an accurate inventory of Food Code adoptions throughout the United States and will be unable to accurately measure progress toward the goal of nationwide adoption. The information allows FDA to identify areas were additional assistance to adopting agencies is needed and allocates resources to meet those needs. Nationwide adoption is also necessary to achieve the goal of uniform, scientifically sound and risk-based standards that are beneficial to the food industry and consumers.  

7. Special Circumstances Explanation

This collection fully complies with 5 CFR 1320.5

8. Public Comment and Consultation Outside the Agency

In accordance with 5 CFR 1320.8(d) on April 17, 2003 in Volume 68, Number 74, pp 18989 – 18990, a 60-day notice for public comment was published in the Federal Register.  No comments were received.  

9. Payment of Gifts to Respondents

Respondents do not receive any type of payment or gift for responding to the request for information. 

10. Assurance of Confidentiality  

No information of a personal nature is requested. Therefore, no confidentiality assurances are deemed necessary. The information to be provided is public in nature, and it is necessary to follow-up with respondents to clarify responses and/or track the progress of anticipated Food Code adoptions. Thus, the identification of the respondents is necessary for AFDO to perform the desired information gathering.  The experience of the past 2 years has been very helpful in specifically identifying key respondents in each State and in reducing the number of respondents to be contacted for current information.  

11. Sensitive Questions

No questions of a sensitive nature are included in this information gathering.  

12. Hour Burden Estimates

FDA has reduced the number of annual respondents from 500 to 150 based on experience gained in the past two years of this project.   The number of local agencies particularly has been lowered because most follow the State codes.   Quarterly updates from many of these 150 respondents results in an estimated 600 annual responses and a 40% reduction of the total hourly burden.   Cooperation with the Indian Health Service (IHS) has also reduced the reporting burden of Tribal Nations because of the IHS ongoing experience with the Tribal Nations.     

Adoption of the Food Code can be a lengthy rulemaking process in many States consuming two or more years because of extensive notice-and-comment requirements and because many legislatures convene in biennial sessions for legislative actions that may be required in some States.  Therefore, this information gathering project is expected to extend over a 3 to 5 year period to fully gather current data on Food Code adoptions.  

Estimated Annual Reporting Burden

Number of Respondents
Annual Frequency
Total Annual Responses  Hrs per Response
Total Hours




Per Response

            150


4

600

1
    600

13. Capital Costs   

There are no capital costs associated with the collection of information under this proposal.

14. Annual Cost to the Federal Government 
The estimated annual cost to the Federal Government for this information collection is $75,000 for AFDO to contact, collect, collate and periodically report results to FDA.

15. Explanation of Program Changes or Adjustments

The survey form has been shortened to 5 questions from the original 16 to reduce the burden on respondents, based on the experience of the past two years with the original survey form.  Furthermore, the number of annual respondents has been reduced from an estimated 500 to 150 after experience of the past two years has more accurately defined the specific State and local agencies to be contacted.  Working cooperatively with the Indian Health Service to gather information on Tribal Nations adoptions of the Food Code has also streamlined the process of information gathering. 

16.  Project Schedule and Plan for Analysis 

Due to the lengthy adoption process required in most jurisdictions, the project continues to be a three to five year effort with periodic updates to the data base prepared by AFDO under multi-year contract with FDA.  Quarterly status reports from AFDO are submitted to FDA for placement on FDA’s internet web-page which includes tabular and graphic data such as maps color-keyed to portray the status of adoptions nationwide.  AFDO also provides special analysis from the data base to FDA to aid in assisting States, local and Tribal Nations efforts to adopt the Food Code.

17.  Displaying the OMB Approval Expiration Date  

No exemption is requested.

18.  Exception to the Certification Statement of OMB Form 83I

No exception is requested.

B. COLLECTIONS OF INFORMATION EMPLOYING STATISTICAL METHODS: 

There are no collections of information employing statistical methods.  The intention is to contact all relevant local, State and Tribal Nation government agencies that have or may adopt the FDA Food Code.

ATTACHMENTS:

1. FDA Follow-Up Survey Form

2. Authority(s) for Project

a.) 311(a) Public Health Service Act (42 U.S.C. 243) (assistance to States)

b.) 21 CFR 5.10(a)(2) and (a)(4) (delegation of authority)

c.) 31 U.S.C. 1535 (assistance to other federal agencies) 

FDA Follow-Up Survey Form- Food Code Adoption               OMB 0910-0448

Agency Name:  

Agency Address:

Respondent Name:

Phone:

Fax:

E-mail:

Survey response date:

1.
Is your current retail/foodservice regulation modeled after a version of the FDA Model Food Code? If so, which version?  (This does not mean that you necessarily adopted every provision of the Model Food Code, but that it served as the pattern for your regulations.)  


___
1993

___
1995

___
1997

___
1999

___
2001

2.
If your regulation is modeled after one of the above versions, did you encounter any obstacles or objections during the rulemaking or legislative process?  Name the top 3 obstacles you encountered from elected officials, board of health members, local health agencies, industry stakeholders, trade associations, or consumer advocates, etc., and how those were resolved.

3.
Does your current regulation lack elements of the FDA Model Food Code that should have been included?  If so, briefly describe them.

4.
Are you in the rulemaking or legislative process to revise your retail/foodservice regulations?



___
Yes.  Estimated target date for completion:  ______________________________________.



___
No

If yes, please check one of the following:

___We plan to adopt the 2001 Model Food Code in its entirety, or substantially so.

___We plan to adopt most of the 2001 Model Food Code, but not the following provisions:

______________________________________________________________________

___We plan to adopt only selected provisions of the 2001 Model Food Code and incorporate them into our existing state agency regulations.  Please list those provisions:

______________________________________________________________________

___We plan to adopt the 1999 Model Food Code in its entirety, or substantially so.

___We plan to adopt most of the 1999 Model Food Code, but not the following provisions: ______________________________________________________________________

___We plan to adopt only selected provisions of the 1999 Model Food Code and incorporate them into our existing state agency regulations.  Please list those provisions:


______________________________________________________________________________

___Other – please describe: 

5. 
What assistance could the FDA provide that would improve or make the adoption process easier in terms of technical assistance, financial assistance, or advocac
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