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Establishing a List of U.S. Dairy Product Manufacturers 

For Export to Chile

April 3, 2003

A.  JUSTIFICATION
1.  Necessity of the Information Collection

FDA is requesting emergency processing of this proposed collection of information under section 3507(j) of the PRA (44 U.S.C. 3507(j) and 5 CFR 1320.13).  If this approval process takes the normal length of time for clearance, it is likely to impede completion of the United States – Chile Free Trade Agreement.   This proposed collection of information will address a solution to a trade irritant raised by the United States with Chile that U.S. dairy product manufacturers have been prevented from exporting to Chile unless each firm had undergone an individual inspection by Chilean inspectors.  Recently, this problem of market access was resolved by Chile recognizing the U.S. dairy product regulatory system and FDA as the competent federal food safety authority.   This is one of several agricultural trade issues whose resolution is tied to the United States – Chile Free Trade Agreement.   Fifty-four Senators signed a letter in March 2002 urging resolution of these agricultural trade issues before the agreement would be passed by Congress and would become U.S. law.  

FDA is vulnerable to criticism as being a hindrance to the finalization of the United States – Chile Free Trade Agreement if it does not identify eligible U.S. dairy product manufacturers for export and thus facilitate the desired greater market access.

FDA intends to establish a process and maintain a list to identify the U.S. firms that ship, or intend in the future to ship, dairy products to Chile.  This process comes as a result of trade discussions between the U.S. Trade Representative  (USTR) and Chile that have been an adjunct to the negotiations on the United States - Chile Free Trade Agreement.  The Chilean government has recommended in a Chilean administrative resolution, Extenta #48, dated January 9, 2003, that FDA be recognized as the competent food safety authority in the United States to identify U.S. dairy product manufacturers eligible to export to Chile.

FDA intends to notify the public of its new procedures available for U.S. dairy product manufacturers that wish to export to Chile in a level one guidance document pursuant to our Good Guidance Practices regulation, 21 CFR 10.115.   Given the time constraints implicated, consideration is being given to whether FDA can invoke the "not feasible or appropriate" exception to the requirement for prior public participation for level 1 guidance documents.  

2.  How, by Whom, and for What Purpose Information is Used
For purposes of assisting Chile in its determination of which U.S. dairy product manufacturers are eligible to export to Chile, FDA intends to establish and maintain a list identifying U.S. firms that wish to export dairy products to Chile that are subject to FDA regulatory jurisdiction and which are not the subject of an enforcement action (i.e. an injunction or seizure) or an unresolved warning letter.  FDA will collect the information by requesting that U.S. firms that want to be placed on the list send their information to FDA, pursuant to procedures that will be set out in the guidance. 

The information will be used as follows: FDA anticipates providing an updated list of firms to Chilean authorities on a quarterly basis, as might be necessary to place additional firms on the list.  A quarterly update provides for an orderly, systematic approach for updates of "new" firms and precludes any expectation by stakeholders that a firm can be added to the list immediately after submitting a request to the agency.  On the other hand, if a listed firm becomes subject to an FDA enforcement action or becomes the subject of an unresolved warning letter between the quarterly updates, that firm will be removed from the list and a revised list will be sent to the Chilean authorities as soon as practicable after the warning letter is issued or the enforcement action is initiated, e.g., within 48-72 hours.  FDA also anticipates making the list available to all interested stakeholders via the agency's internet site.  

Once FDA develops the list of dairy product manufacturers eligible to export to Chile, FDA will share this information with Chile, pursuant to 21 CFR 20.89, under our authority to share with foreign government officials, among other types of information, investigatory records compiled for law enforcement purposes as well as any information voluntarily submitted to the FDA.  Upon receipt of the list of firms from the FDA, Chile will issue an authorizing resolution and will incorporate names of the processing plants into a list that Chile will provide to its border entry points to allow products from those listed firms to be imported.

3.  Use of Improved Information Technology
The FDA continually seeks ways to reduce reporting burden.  Presently, the information may be submitted by letter, computer-printed facsimile, by computer diskette, or by electronic e-mail.

4.  Identification of Duplication and Similar Information Already Available
As noted in Section 2, above, the information collection is a new, unique collection which is being developed for purposes of assisting Chile in its determination of which U.S. dairy product manufacturers are eligible to export to Chile.  This is one of several agricultural trade issues whose resolution is tied to the United States – Chile Free Trade Agreement.   

5.  Small Business
This information collection may include small businesses.  However, because the collection gathers the minimum information that a business is required to submit to qualify to be placed on the list, there is no way to reduce the burden on small businesses.  CFSAN aids small businesses in complying with its requirements through its Small Business Office and through its administrative and scientific staffs.

6.  Consequences if Data Were Collected Less Frequently
The data in original submissions are submitted only once and therefore cannot be collected less frequently.  A business may be required to submit updates if the submitted information changes.

7.  Special Circumstances
There are no special circumstances involving this information collection.  
8.  Outside Consultation
In accordance with the Paperwork Reduction Act of 1995, FDA will publish an Emergency Notice for OMB Processing in the Federal Register in which they are requesting  comments on procedures to establish a list of U.S. dairy product manufacturers for export to Chile.

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

10.  Confidentiality
Information that is trade secret or confidential commercial information is subject to FDA’s regulations on the release of information, 21 CFR Part 20.

11.  Sensitive Information
This information collection does not involve any questions of a sensitive nature.

12.  Respondent Hour Burden and Annualized Burden Cost Estimates
FDA estimates the burden of this collection of information as follows: 

Table 1. -- Estimated Annual Reporting Burden1
No. of Respondents
Annual Frequency per Response
Total Annual Responses
Hours per Response
Total Hours

502



1

50

1.5

752


53
1
5
1.5
7.5

1 There are no capital costs or operating and maintenance costs associated with this collection of information.
2 First year burden.
3 Recurring burden.

The burden estimates the number of hours that it will take the firm to gather the information needed to be placed on the list.  FDA believes that the information to be submitted will be readily available to the firms (e.g., name and address of the firm and the manufacturing plant, list of products presently shipped and expected to be shipped in the future, identities of agencies that inspect the plant, plant number and date of last inspection).  It is estimated that for the first year a firm will require 1.5 hours to read the Guidance, gather the information needed, and fill out the application.  In subsequent years, 1.5 hours will be needed by any new firm intending to be added to the list and FDA estimates approximately five firms per year may wish to be added.   

Estimated Annualized Cost for Burden Hours
The total cost burden of 1.5 hours is attributable to completion and submission of application.  The cost is estimated to be $20 per hour for 1.5 hours per firm.   FDA estimates 50 firms will make application with a total cost in the first year to be $1500.

13.  Annual Cost Burden to Respondent
There are no operating, maintenance, or other continuing costs associated with this information collection. 

14.  Annualized Cost to the Federal Government
The annualized cost for the first year to the Federal government for the review and evaluation of letters submitted by U.S. dairy product manufacturers  is $1,576.50.  The cost is estimated as being equivalent to 50 hours for review and evaluation for the first year at a GS-12/Step-5 salary rate of $31.53.   The annualized cost for the first year to the Federal Government for inspections of U.S. dairy product manufacturers of three days (8-hour days) of inspections for five firms at a GS-11/Step-4 salary rate of $25.54/hour for the Washington-Baltimore locality pay area for the year 2003 is estimated to be $3,064.80.   For subsequent years, it is estimated to be 1 hour $31.53 for review per each new firm intending placement on the list with possibly one inspection $1,838.88.  The costs for subsequent years is estimated to be $1,870.41.

15.  Changes or Adjustments in Burden
This is a new collection.

16,  Statistical Analysis, Publication Plans, and Schedule
Not applicable.

17.  Approval Not to Display Expiration Date
N/A

18.  Exceptions to the Certification Statement Identified in Item 19
No exceptions to the certification statement identified in Item 19 of the instructions for completing OMB Form 83-I have been identified.
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