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A Justification

1. Circumstances Necessitating Information Collection
The Bioterrorism Act contains a provision requiring the Secretary to promulgate a regulation requiring that domestic and foreign facilities that manufacture/process, pack, or hold food intended for consumption in the United States register with FDA by December 12, 2003.  Under the Bioterrorism Act, a foreign facility is one that manufactures/processes, packs, or holds food for consumption to the United States without further processing or packaging outside the United States. Information FDA requires on the registration form includes the name and full address of the facility; emergency contact information; all trade names the facility uses; applicable food product categories identified in 21 CFR 170.3, unless “most/all” human product food categories “or none of the above mandatory categories” is checked; and a certification statement that includes the name of the individual authorized to submit the registration form.  Additionally, under the final rule, facilities would be encouraged to submit their preferred mailing address; type of activity conducted at the facility; food categories not included under 21 CFR 170.3, but which are helpful to FDA for responding to an incident; type of storage, if the facility is primarily a holding facility; and approximate dates of operation if the facility's business is seasonal.  Under the final rule, facilities would also be required to submit timely updates within 60 days of a change to any required information on their registration form, and are required to cancel their registration when the facility ceases to operate or is sold to new owners or ceases to manufacture/process, pack, or hold food for consumption in the U.S.
2. How, By Whom, Purpose of Collection

Facilities would submit their registrations to FDA electronically or by postal mail.  Copies of the registration form will be available by mail.   FDA will collect the information in an electronic database.

Data collected through registration will be used to aid FDA in their enforcement activities and to screen foreign food shipments.  Also, information in the database will be used to aid FDA in informing food facilities of specific terrorist threats.

3.Use of technology to reduce the burden on the public. 

Facilities are strongly encouraged to register electronically. FDA is working to develop a database for the registrations.  

4. Identification and Use of Duplicate Information

FDA also requires registration of Low Acid Canned Foods (LACF) and infant formulas.  However, LACF and infant formula registration is on a per formulation or process basis.  There may be multiple registered products produced in a single facility or a single registered process or formulation may be produced in multiple facilities.  As the Bioterrorism Act requires FDA to develop a list of all facilities, the LACF and infant formula registrations are not appropriate and do not include all required information.

Registration requirements also exist at the state and local level.  However, the registration requirements vary from area to area in information required, facilities covered, and form of reporting.  FDA requires consistent reporting of information and coverage of facilities.  Finally, FDA is required to assign to each facility a unique registration number that is not subject to the Freedom of Information Act.  None of these registration systems meet these requirements.

The Bureau of Alcohol, Tobacco, and Firearms (BATF) has licensing requirements for producers of alcohol.  However, BATF does not license foreign producers and their licensing requirements do not include all needed information.

5. FDA’s Efforts to Reduce Burden on Small Business

FDA strongly encourages electronic registration, but provides registration through postal mail to reduce the burden on small entities.  FDA will attempt to assist small businesses to comply with registration through the CFSAN small business office.

6.  Impact of Not Collecting This Information or Collecting Information Less Frequently

This is a one-time collection of information for each facility, unless the facility’s information changes.  It is necessary for facilities to notify FDA of changes in their registration information (Form FDA 3537 and 3537a) for the registration database to be an effective tool for FDA.  If information changes, FDA may not be able to contact the facility in case of a known or potential threat to the food supply or other food-related emergencies.

7.  Explain any special circumstances that occur when collecting the information.

No special circumstances.

8.  Identification of Outside FDA Sources

FDA already has held six outreach meetings with 36 embassies and 52 organizations.  FDA requested and has received many early comments we considered in developing this regulationFDA received many comments in response to the publication of the proposed rule.  Comments and responses are summarized below.

(Comment) FDA received numerous comments about the usefulness of the information, number of respondents, and the hourly burden for the respondents.

(Response)  FDA has responded to comments relating to the usefulness of the information collection in section 7 of the preamble, benefits.  Similarly, the agency has responded to comments relating to the number of respondents in the section 3 of the preamble, number of facilities affected. Finally, the agency has responded to comments regarding the hourly burden in section 4a, time costs, of the preamble to this final rule.

(Comment) FDA received numerous comments that the PRA analysis was incorrect, because it failed to include duplicative registration requirements for many facilities.

(Response) The PRA analysis counts the burden hours resulting from the provisions of the final rule.  Burden hours for other registration provisions would be counted in the PRA analyses for those rules.  Including burden hours for other registration provisions would result in double counting of the burden hours.  Therefore, FDA does not agree with this comment.

(Comment  FDA received comments that FDA had underestimated the frequency with which facilities would need to update their registrations.

(Response) As noted, the final rule changes the requirement for timely update from 30 days to 60 days.  FDA re-estimated the frequency with which facilities would update their registrations.  Instead of 20 percent, 55 percent of facilities will update their registrations each year.

9.  Payment of Gifts Offered to Respondents

This information collection does not provide for payment or gifts to respondents.

10.  Confidentiality Provisions
The information collected only will be used to ensure the safety of the United States food supply.  Registrants will be assigned a registration number, which FDA will share only with other government, state, or local authorities.

11.  Use of Sensitive Questions

There are no questions that would be considered sensitive.

12. Burden Hours and Cost Associated With This Information Collection

In the Paperwork Reduction Act (PRA) analysis of the proposed rule, FDA estimated that it would take an administrative worker with Internet access one hour to read and understand the registration requirements; this time was doubled to two hours of an administrative worker’s time for those facilities without Internet access. In response to comments, FDA has revised this estimate to one or two hours of a manager’s time to read and understand the regulations. Foreign facilities’ workers would need one hour to read and understand the registration requirements, if they have access to the Internet and can read and write in English.  An additional five (5) hours would be needed if they do not have Internet access, and an additional five (5) hours would be needed if they do not read or understand English.  In subsequent years, facilities that enter the industry would have to register, facilities that close would have to notify FDA of their closure, and facilities that have changes in the registration information would have to provide updates to FDA.  FDA estimated that annually 10 percent of covered facilities would close, 10 percent would open (SBA Small Business by the Numbers), and 20 percent of registered facilities would have changes to their registration information.

Next, FDA estimates that filling out a registration form would take a total of one hour: 45 minutes of an administrative worker’s time and 15 minutes of an owner, operator, or agent in charge's  time to verify that the registration information is correct before submitting the form to FDA.  Foreign facilities’ workers would need one (1) hour to fill out the form, if they have access to the Internet and can read and write in English.  An additional one (1) hour would be needed if they do not have Internet access and an additional one (1) hour would be needed if they do not read or understand English.  Table 1 shows the burden by domestic and foreign facilities, availability of the Internet, and fluency in English.   FDA has information on the percentages of foreign facilities without Internet access and without employees fluent in English, but no information on the percentages of facilities with a particular combination of these characteristics.  To compute the burden hours, for ease of computation and reporting, FDA assigned to zero facilities the condition of Internet access and no employees fluent in English and used the percentages of facilities without Internet access and with no employees fluent in English to report numbers of facilities with Internet and English-speaking employees, without Internet and without English-speaking employees, and without Internet and with English-speaking employees.  FDA believes that facilities will only use the CD-ROM option if it will require the same, or fewer hours, than another option.  


In the following years, new facilities will have to register with FDA.  These new facilities will bear the same burden to register that facilities incurred in the first year.  Based on estimates by SBA that 10 percent of all businesses are new (SBA, Small Business by the Numbers), FDA estimates that the number of new facilities each year will be equal to 10 percent of the total number of facilities.  Also, a facility that goes out of business, changes ownership, or stops manufacturing/processing, packing, or holding food for consumption in the U.S. will have to cancel its registration.  FDA estimated that 10 percent of the total number of facilities will have to cancel their registration, also based on SBA statistics.  FDA estimated that it would take these facilities approximately one hour to locate the correct form, enter their information, and send it to FDA.  Finally, facilities for which there is a change of information submitted in their registration will have to update their registration.  FDA estimated that each year 20 percent of facilities will have to update the information submitted in their registration.  This estimate is revised to 55 percent based on comments.   It will take these facilities approximately one hour to locate the correct form, enter the updated information, and send it to FDA. Table 2 presents an estimate of the burden hours for new facilities, and updates and cancellations for previously registered facilities in future years. 


Additionally, facilities that are not registered and are required by FDA to move their food shipment to secure storage must also notify FDA of the location of the secure storage.  This paperwork burden is already estimated in the Prior Notice of Imported Food Under the Public Health Security and Bioterrorism Preparedness and Response Act of 2002 (68 FR 5428), which requires imports that fail to give adequate notice, including failure to provide a required registration number, to place their shipment in secure storage.


In response to comments, FDA added the option of submitting registrations by CD-ROM.  FDA believes that registrants will only use this option if it will take them as the same as or less time than submitting their registrations by Internet or mail.  Therefore, the total number of burden hours will remain the same or be decreased by the availability of the CD-ROM option.

Table 1.  Estimated Annual Reporting Burden—First Year1
	
	FDA form number
	Number of respondents
	Annual frequency per respondent
	Total

 annual responses
	Hours per response
	Total hours

	21 CFR Part 1
	 
	 
	 
	 
	 
	

	1.231(a), 1.232;1.233 2
	FDA 3537
	152,552
	1
	152,552
	2
	305,104

	1.231(b), 1.232;1.2333
	FDA 3537
	61,719
	1
	61,719
	3
	185,157

	1.231(c), 1.232;1.2332.

	FDA 3537
	1,000
	1
	1,000
	2
	2,000

	1.231(c), 1.232;1.2333.

	FDA 3537
	1,000
	1
	1,000
	3
	3,000

	1.231(a), 1232; 1.2334
	FDA 3537
	31,864
	1
	31,864
	2
	63,728

	1.231(b), 1.232;1.233;5
	FDA 3537
	29,811
	1
	29,811
	7
	208,677

	1.231(b), 1.232;1.233;6
	FDA 3537
	141,730
	1
	141,730
	12
	1,700,760

	1.231(c), 1.232;1.2334
	FDA 3537
	1,000
	1
	1,000
	2
	2,000

	1.231(c), 1.232;1.2335
	FDA 3537
	1,000
	1
	1,000
	7
	7,000

	Total hours
	
	
	
	
	
	2,477,426


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

2 Domestic facilities with Internet access
3 Domestic facilities without Internet access

4 Foreign facilities with Internet access and fluent in English

5Foreign facilities without Internet access and fluent in English

6Foreign facilities without Internet access and not fluent in English

Table 2.  Estimated Annual Reporting Burden—Subsequent Years1
	21 CFR Part 1
	FDA form number
	Number of respondents
	Annual frequency per respondent
	Total annual responses
	Hours per response
	Total

Hours

	New Facilities
	 
	 
	 
	 
	 
	

	1.231(a), 1.232; 1.2332
	FDA 3537
	15,255
	1
	15,255
	2
	30,510



	1.231(b), 1.232; 1.2333
	FDA 3537
	6,172
	1
	6,172
	3
	18,516

	1.231(c), 1.232; 1.2332

	FDA 3537
	100
	1
	100
	2
	200



	1.231(c), 1.232; 1.2333

	FDA 3537
	100
	1
	100
	3
	300

	1.231(a), 1.232; 1.2334
	FDA 3537
	3,186
	1
	3,186
	2
	6,372

	1.231(b), 1.232; 1.2335
	FDA 3537
	2,981
	1
	2,981
	7
	20,867

	1.231(b), 1.232; 1.2336
	FDA 3537
	14,173
	1
	14,173
	12
	170,076

	1.231(c), 1.232; 1.2334
	FDA 3537
	100
	1
	100
	2
	200

	1.231(c), 1.232; 1.2335
	FDA 3537
	100
	1
	100
	7
	700

	
	
	
	
	
	
	

	Previously registered facilities
	 
	 
	 
	 
	 
	

	1.234(c) 2; 1.235(c)
	 FDA 3537/3537a
	99,159
	1
	99,159
	1
	99,159

	1.234(d)3; 1.235(d)
	  FDA 3537/3537a
	40,117
	1
	40,117
	1
	40,117

	1.234(e)2; 1.235(e)
	  FDA 3537/3537a
	650
	1
	650
	1
	650

	1.234(e)3; 1.235(e)
	FDA 3537/3537a
	650
	1
	650
	1
	650

	1.234(c)4; 1.235(c)
	  FDA 3537/3537a
	20,711
	1
	20,711
	1
	20,711

	1.234(d)5; 1.235(d)
	  FDA 3537/3537a
	19,377
	1
	19,377
	1
	19,377

	1.234(d)6; 1.235(d)


	  FDA 3537/3537a
	92,125
	1
	92,125
	1
	92,125

	1.234(e)4; 1.235 (e)
	FDA 3537/3537a
	650
	1
	650
	1
	650

	1.234(e)5; 1.235 (e)
	FDA 3537/3537a
	650
	1
	650
	1
	650

	Total
	
	
	
	
	
	521,830


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

2 Domestic facilities with Internet access
3 Domestic facilities without Internet access

4 Foreign facilities with Internet access and fluent in English

5Foreign facilities without Internet access and fluent in English

6Foreign facilities without Internet access and not fluent in English

One Time Cost Burden

FDA estimates the cost of an administrative workers time as $25.10 per hour, including overhead, and a manager as $56.74 per hour, including overhead.  For foreign facilities all costs are calculated at $25.10 per hour.  For domestic firms, all costs are calculated at $25.10 per hour except 15 minutes per form for the manager’s verification at the manager’s wage rate.

14. Annual Cost to Government


FDA costs are to set up and maintain a database, process paper submissions, and send yearly confirmations to registrants.  

	FDA Costs
	Year one
	Year two
	Year three
	Year four
	Year 5

	Development/Modification/Enhancement
	$8,200,000
	$3,000,000
	$3,300,000
	$2,300,000
	$2,300,000

	Maintenance/Steady State
	$1,560,000
	$3,500,000
	$4,300,000
	$4,300,000
	$4,300,000

	Number of FTEs
	4
	4
	4
	2
	2

	Cost per FTE
	$97,000
	$97,000
	$97,000
	$97,000
	$97,000

	Processing paper submissions
	$2,900,000
	$1,600,000
	$1,600,000
	$1,600,000
	$1,600,000

	Mailing costs
	$180,000
	$35,000
	$35,000
	$35,000
	$35,000

	New hardware
	$0
	$0
	$0
	$650,000
	$0

	Total
	$13,228,000
	$8,523,000
	$9,623,000
	$9,079,000
	$8,429,000

	Total discounted at 7%
	$13,228,000
	$7,965,000
	$8,405,000
	$7,411,000
	$6,430,000

	Total discounted at 3%
	$13,228,000
	$8,275,000
	$9,071,000
	$8,309,000
	$7,489,000


15.  Reason for Change
This is a new collection.

16.  Statistical Reporting
FDA has no plans for publication from this information collection.

17.  Display of OMB Approval Date
There are no reasons why display of the expiration date for OMB approval of the information collection would be inappropriate.

18. Exceptions to “Certification for Paperwork Reduction Act Submissions”, of OMB Form 83I.

FDA has not identified any exceptions to the certification statement identified in Item 19 of the instructions for completing OMB Form 83-I.
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