Request for Designation as Country not Subject to the Restrictions 
Applicable to Human Food and Cosmetics Manufactured from, 
Processed With, or Otherwise Containing, Material from Cattle
0910-0623
SUPPORTING STATEMENT
A. Justification
1. Circumstances Making the Collection of Information Necessary 

Section 801(a) of the Federal Food, Drug, and Cosmetic Act (the FD&C Act) (21 U.S.C. 381(a)) provides requirements with regard to imported food and cosmetics and provides for refusal of admission into the United States of human food and cosmetics that appear to be adulterated. Section 701(b) of the FD&C Act (21 U.S.C. 371(b)) authorizes the Secretaries of Treasury and Health and Human Services to jointly prescribe regulations for the efficient enforcement of section 801 of the FD&C Act.  To address the potential risk of bovine spongiform encephalopathy (BSE) in human food and cosmetics, FDA regulations in §§ 189.5 and 700.27 (21 CFR 189.5 and 700.27) designate certain materials from cattle as “prohibited cattle materials,” including specified risk materials, the small intestine of cattle not otherwise excluded from being a prohibited cattle material, material from nonambulatory disabled cattle, and mechanically separated (MS) (Beef).  Under the regulations no human food or cosmetic may be manufactured from, processed with, or otherwise contain prohibited cattle materials.  However, the Agency may designate a country from which cattle materials inspected and passed for human consumption are not considered prohibited cattle materials and their use does not render a human food or cosmetic adulterated.  
Sections 189.5(e) and 700.27(e) provide that a country seeking to be so designated must send a written request to the Director, Center for Food Safety and Applied Nutrition (CFSAN).  Sections 189.5 and 700.27 further state that countries that have been designated under §§ 189.5(e) and 700.27(e) will be subject to future review by FDA to determine whether designation remains appropriate.  

FDA is requesting OMB approval of the following information collection provisions:

21 CFR 189.5(e), 700.27(e) -- Reporting

Request for designation -- Requires that countries seeking to be designated under §§ 189.5(e) and 700.27(e) send a written request to the Director, Center for Food Safety and Applied Nutrition (CFSAN).
21 CFR 189.5(e), 700.27(e) -- Reporting

Response to request for review -- Requires that countries that have been designated under §§ 189.5(e) and 700.27(e) respond to periodic requests by FDA. 
2. Purpose and Use of the Information Collection 

As noted above, §§ 189.5(e) and 700.27(e) provide that a country seeking to be so designated must send a written request to the Director, Center for Food Safety and Applied Nutrition (CFSAN).  The information the country is required to submit includes information about a country’s BSE case history, risk factors, measures to prevent the introduction and transmission of BSE, and other information relevant to determining whether specified risk materials, the small intestine of cattle not otherwise excluded from being a prohibited cattle material, material from nonambulatory disabled cattle, or MS (Beef) from the country seeking designation should be considered prohibited cattle materials.  FDA uses the information to determine whether to grant a request for designation, and whether to impose conditions if a request is granted.
As noted above, §§ 189.5 and 700.27 further state that countries that have been designated under §§ 189.5(e) and 700.27(e) will be subject to future review by FDA to determine whether designation remains appropriate.  As part of this process, FDA may ask designated countries to confirm that their BSE situation and the information submitted by them in support of their original application remain unchanged.  FDA may revoke a country's designation if FDA determines that it is no longer appropriate.  Therefore, designated countries may respond to periodic requests by FDA by submitting information to confirm that their designation remains appropriate.  FDA uses the information to ensure that their designation remains appropriate.
Description of Respondents: The respondents to this information collection are countries seeking to be designated as not subject to certain BSE-related restrictions applicable to FDA-regulated human food and cosmetics.  Respondents are foreign governments.
3. Use of Improved Information Technology and Burden Reduction 

FDA does not plan to receive these requests electronically at this time.  FDA is working diligently toward developing the necessary technology.  The agency has made progress toward completion of a Public Key Infrastructure (PKI) capable system.  We expect a PKI capable system to enable us to accept requests such as these electronically in the future.  Accordingly, FDA has carefully evaluated the nature and regulatory significance of the submission, in particular the significant legal and health consequences attendant to the signing and submitting of the request for designation, and requests that OMB approve this information collection activity in non-electronic format.  The agency estimates that none of the requests for designation (0%) will be submitted electronically in the next three years.
4. Efforts to Identify Duplication and Use of Similar Information 
There is no duplication of reporting requirements.  FDA and the U.S. Department of Agriculture (USDA) agencies, the Animal and Plant Health Inspection Service (APHIS) and the Food Safety and Inspection Service (FSIS), have different regulatory responsibilities with respect to preventing BSE and ensuring food safety.  FDA consults with APHIS and FSIS as part of its evaluation process.  Further, FDA takes into consideration available risk assessments of other competent authorities in conducting its evaluation.  Though it is not required, a previous BSE evaluation by USDA, or by another country or another competent authority, will be helpful to FDA in its review and may decrease the time needed for FDA to make a determination. 
5. Impact on Small Businesses or Other Small Entities

None of the respondents are small businesses; they are foreign governments.  
6. Consequences of Collecting the Information Less Frequently

Data collection occurs occasionally.  Only those countries seeking the designation provided for in §§ 189.5(e) and 700.27(e) will submit information to FDA.  If the collection is not conducted, the designation will not be available to interested countries.

7. Special Circumstances Relating to the Guidelines of 5 CFR 1320.5

There are no special circumstances associated with this collection of information.
8. Comments in Response to the Federal Register Notice and Efforts to Consult Outside the Agency
 In accordance with 5 CFR 1320.8(d), FDA published a 60-day notice for public comment in the Federal Register of April 15, 2011 (76 FR 21378).  No comments were received. 
9. Explanation of Any Payment or Gift to Respondents

FDA does not provide any payments or gifts to respondents.

10. Assurance of Confidentiality Provided to Respondents
The regulation does not contain an assurance of confidentiality.  However, all information received by FDA is subject to the agency's regulations concerning confidentiality in 21 CFR 20.61.  Confidential commercial information is protected from disclosure under the Freedom of Information Act under sections 552(a) and (b) (5 U.S.C. 552(a) and (b)), and by part 20 of the agency’s regulations (21 CFR part 20).  
11. Justification for Sensitive Questions

This information collection does not involve questions that are of a personally sensitive nature.
12. Estimates of Annualized Burden Hours and Costs

12 a. Annualized Hour Burden Estimate
FDA estimates the burden for this information collection as follows:
	Table 1.--Estimated Annual Reporting Burden1

	21 CFR Section
	No. of Respondents
	No. of Responses per Respondent
	Total Annual Responses
	Average Burden per Response 
	Total Hours

	§§ 189.5 and 700.27- request for designation
	1
	1
	1
	80
	80

	§§ 189.5(e) and 700.27(e)-response to request for review by FDA
	1
	1
	1
	26
	26

	Total
	
	
	
	
	106

	1 There are no capital costs or operating and maintenance costs associated with this collection of information.


This estimate is based on FDA’s experience and the average number of requests for designation under §§ 189.5 and 700.27 received in the past 3 years.  FDA received one request for designation in 2009 and one in 2010.  Based on this experience, FDA estimates the annual number of new requests for designation will be 1.  FDA estimates that preparing the information required by §§ 189.5 and 700.27 and submitting it to the Agency in the form of a written request to the Director, CFSAN will require a burden of approximately 80 hours per request.  Thus, the annual burden for new requests for designation is estimated to be 80 hours, as shown in table 1, row 1 of this document.

Under §§ 189.5(e) and 700.27(e), designated countries are subject to future review by FDA and may respond to periodic requests by FDA by submitting information to confirm that their designation remains appropriate.  In the last 3 years, FDA has not requested any reviews.  Thus, the Agency estimates that one or fewer will occur annually in the future.  We estimate that the designated country undergoing a review in the future will need one third the time it took preparing its request for designation to respond to FDA’s request for review, or 26 hours (80 hours x 0.33 = 26.4 hours, rounded to 26).  The annual burden for reviews is estimated to be 26 hours, as shown in table 1, row 2 of this document.  The total annual burden for this information collection is estimated to be 106 hours.  

12 b. Annualized Cost Burden Estimate
FDA estimates the hour burden costs to respondents choosing to submit a request for designation to be $8,065.60.  FDA estimates that the average hourly wage for the employee preparing and submitting the request for designation would be equivalent to a GS-14/Step-1 rate for the Washington-Baltimore locality pay area for the year 2011, approximately $50.41/hour.  Doubling this wage to account for overhead costs, FDA estimates the average hourly cost to respondents to be $100.82/hour.  Thus, the overall estimated cost incurred by the respondents is $8,065.60 (80 burden hours x $100.82/hr = $8,065.60).
FDA estimates the hour burden costs to countries that respond to requests for review by FDA to be $2,621.32.  FDA estimates that the average hourly wage for the employee preparing the response would be equivalent to a GS-14/Step-1 rate for the Washington-Baltimore locality pay area for the year 2011, approximately $50.41/hour.  Doubling this wage to account for overhead costs, FDA estimates the average hourly cost to respondents to be $100.82/hour.  Thus, the overall estimated cost incurred by the respondents is $2,621.32 (26 burden hours x $100.82/hr = $2,621.32).
13. Estimates of Other Total Annual Costs to Respondents and/or Recordkeepers/Capital Costs
There are no capital, start-up, operating, or maintenance costs associated with this collection.
14. Annualized Cost to the Federal Government

It will take FDA approximately 80 hours to review a request for designation.  FDA estimates the hourly cost for review and evaluation to be $50.41/hour, the GS-14/Step-1 rate for the Washington-Baltimore locality pay area for the year 2011.  Doubling this wage to account for overhead costs, FDA estimates the average hourly cost to be $100.82/hour.  Thus, FDA estimates the cost to the Federal Government to be $8,065.60 per review (80 hours x $100.82/hour = $8,065.60).  We estimate that one request for designation will be submitted to FDA annually.  Thus, the total annualized cost to the Federal Government is $8,065.60.
It will take FDA approximately 26 hours to review a successful designation.  FDA estimates the hourly cost for this review to be $50.41/hour, the GS-14/Step-1 rate for the Washington-Baltimore locality pay area for the year 2011.  Doubling this wage to account for overhead costs, FDA estimates the average hourly cost to be $100.82/hour.  Thus, FDA estimates the cost to the Federal Government to be $2,621.32 per review (26 hours x $100.82/hour = $2,621.32).  Assuming one review of a successful designation occurs annually, the total annualized cost to the Federal Government is $2,621.32.
Thus the combined total annualized cost to the Federal Government is $10, 686.92 

($8,065.60 [review request for designation] ) + ($2,621.32[review successful
designation] ).
15. Explanation for Program Changes or Adjustments

FDA estimates that the total annual burden hours have decreased from 531 to 106.  The decrease in reporting burden and the annual number of responses  is due primarily to a reduction in the estimated number of respondents.  This decrease may be characterized as an adjustment. 
16. Plans for Tabulation and Publication and Project Time Schedule

We are not publishing any information received as a result of this information collection.

17. Reason(s) Display of OMB Expiration Date is Inappropriate

We are not seeking approval to not display the expiration date for OMB approval of the information collection.
18. Exceptions to Certification for Paperwork Reduction Act Submissions
There are no exceptions to the certification.
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