SUPPORTING STATEMENT

Request for Information from U.S. Processors That Export
to the European Community

A. JUSTIFICATION

1. Circumgtances that make the information collection necessary.

The European Community (EC) is the group of fifteen European countries that have agreed
to harmonize their commodity requirements to facilitate commerce among the member states. Ten
additiona countries will join the EC in May 2004. The U. S. Department of Agriculture and the
Food and Drug Adminigiration (FDA) have negotiated a trade agreement with the EC on sanitary
measures to protect public and anima hedlth in the trade of live animas and anima products. The
Council of the EC hasissued Directives which contain the rules and procedures which must be
followed by the member countries for intra community trade as well as intercommunity trade.
Within these directives are requirements for certificates to accompany each shipment of animal
derived products imported into the EC and for the producers/ processorsto be onalis whichis
established by the member country or non-EC country. The following directives are gpplicable for
those commodities for which the FDA is the responsible federa agency:

EC Council Directive 92/46/EEC - milk and milk based products
EC Council Directive 92/45/EEC - wild game meet
EC Council Directive 91/495/EEC with 92/118/EEC - farmed game mest

EC Council Directive 92/5/EEC with 92/118/EEC and 77/99/EEC - meet products including
those derived from game mest

EC Council Directive 94/65/EC - megt products derived from game megt

EC Council Directive 91/371/EEC, Council Regulation EEC N 1907 and Commission
Regulation 1274/91 with Council Directive 92/118- shdl eggs

EC Council Directive 92/118/EEC - animd casngs
EC Commission Decision 99/724/EC - amends 92/118/EEC — gddin
EC Commission Decision 2003/42/EC — Collagen

Dates have been established a which time importation of commodities from the United States and
other non-EC countries will be subject to the minimum requirements of these directives.






Therefore, the FDA has established ligts of processng firms for the commodity areas of dairy
products, shdll eggs, game mesat and game meat products, anima casings, gdlatin and collagen.
These ligs are not arequirement of any US regulation but are of the EC directives. U.S.
companies are exporting these commodities to EC member countries. These lists must be
maintained as processors and products of trade will change.

The establishment of the processor ligts for the EC involves answering the following
questions:

1) business name and address,
2) name and telephone number of person designated as business contact,

3) list of products presently being shipped to the EC and those intended to be shipped in
the next two years,

4) name and address of manufacturing plant for each product and

5) names and affiliations of any federd, Sate or locd governmenta agencies that ingpect
the plant, government-assigned plant identifier, such as plant number, and last date of

ingpection.

6)assurances that the firm or individua representing the firm and submitting a certificate for
signature to FDA is aware of and knows that they are subject to the provisonsof Title
18, Chapter 47 Section 1001, United States Code (U.S.C.). This statue statesthat itisa
crimina offense to knowingly and willfully make afase and fraudulent statement or to
make or use afdse document in any manner within the jurisdiction of a department or
agency to a department or agency of the United States or to knowingly and willfully fasfy,
conced, or cover up any trick, scheme or device a materid fact in any matter within the
jurisdiction of a department or agency of the United States.

7) assurances that the firm or individud is familiar with the EC directivesand isin
compliance with their requirements.

FDA inspects firmsin the affected product categories periodicaly, and as such itsinformation on
the full scope of firms exporting these products and which products they are exporting to the EC is
not current. The Department of Agriculture or Sate agencies perform voluntary ingpection and
grading of some of these products. Thus FDA needs to periodicaly update the processor list
required by the EC to facilitate trade with the EC.

Incluson on alig isvoluntary. However, commodities from firms not on these lists have been
detained at the EC port of entry.



2. Indicate how, by whom, and for what purpose the information is to be used.

The information obtained would be used by the FDA to update and maintain the lists
presently required by the EC directives for trade with the U.S. The updated lists of US firms
would be given to the EC periodicaly to facilitate trade. Under present EC policy the lissswould
be published in the Officid Journd of the European Community. Without the ligt, trade of the US
animd derived commodities under FDA's jurisdiction could be detained at the EC port of entry. In
the past, seefood shipments and dairy shipments from firms not on the seefood or dairy list were
detained and not alowed into the EC.

3. Indicate the extent to which information technology is applicable.

Companies or individuas will be free to use whatever form of information technology is
available and convenient for them to use. Thiswill indude mail, facsmile and e-mail. This should
reduce the burden of the firms to report the information by alowing them to use the easiest method
for thefirm.

4. Destribe efforts to identify duplication.

Lists of processors that export their commodities to the EC were established but
processors and commodities change. These changes in exporters and commodities are not
regularly maintained within the FDA. The Food Safety Ingpection Service (FSIS) and the
Agriculturd Marketing Service (AMS) of the U. S. Department of Agriculture (USDA) perform
some voluntary ingpection and grading of the commodities but maintains no lists of those
companies that export to the EC. If the records of certificates were reviewed at the circuit or
branch level of FSISand AMS apartid updating list might be obtained. Thiswould not be easly
obtained nor would it include those firms that do not use these services. Animd and Plant Hedlth
Ingpection Service of the USDA has signed some certificates in the past and maintains no records
of these certificates. Some dtates have Sgned certificates for game mest but it is not completdy
known which states have been involved. Additiondly prior to the EC completion of the
harmonization and implementation of the regulation for trade with non-EC countries, some US
firms were able to export to specific countries without certificates.

5. Impact on smdl busness

The impact on any business large or smadl would be the smal amount of time required to
answer the seven questions asked of them.

6. Describe the consequences to Federd programs or policy activities if the collection is not
conducted

The collection is gtrictly voluntary. It isnot required by any current U. S. regulation. The
lists are required by the EC for specific commodities of animd origin to enter into any of the EC



member staes. Theimpact is on the US exporters of dairy, shell eggs, animd casings, gelatin,
collagen and game mesat and game meet products with the detaining of commodities at the EC port
of entry.

7. Explain any specid circumgances to the information collection

Not applicable

8. Destribe the efforts to obtain comments on the information collection before submission to
OMB

In the Federd Register of April 16, 2004 (69 FR 20630), the FDA solicited comments from the
public on the collection of information. No comments were received.

9. Explain any decison to provide payment or gift to respondents.

The information collection does not provide for any gift or payment to respondents.

10. Describe any assurance of confidentidity

Thisinformation collected is to be used in the formation of lists to be transmitted to the EC
in order to facilitate trade. Thislists are published in the Officia Journd of the European
Community and therefore are not confidentid.

11. Provide additiond judtification for any questions of a sendtive nature

The information to be collected is not of a sengtive nature.

12. Provide estimates of the hour burden of the collection of information

FDA estimates the burden for this collection as follows;

Tablel Estimated Annual Reporting Burden

Products No. of No. Of Responses per | Total Annual | Hours per Total Hours
Respondents | Respondent Responses Response

Shell Eggs 10 1 10 0.25 25

Dairy 100 1 100 0.25 25

Game Meat and 5




Tablel Estimated Annual Reporting Burden
Meat Products 1 5 0.25 125
Animal Casings 5 1 5 025 125
Gdlatin 3 1 3 0.25 0.75
Collagen 3 1 3 025 075
TOTAL 315
Table2 Estimated Annual Reporting Burden (Disclosure)
Respondent No. of No. of Total annual Hours per Total Hours
Respondents Responses per Responses Response
Respondent
Trade Association | 15 1 15 8 120
State 50 1 50 8 400
TOTAL 520

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

It is estimated that the annua burden would be no more than 31.5 hours. Thetimeto respond to
the questions should take gpproximately 15 minutes using any of the technologies available to
trangmit the information. All of the information asked for should be reedily available. The number
of respondents is a rough estimate based on volume of exports and responses received to date.
For shell egg respondents, it is approximated at 10 each. For game meat and game medt.

Full equivadency with EU directives has not been established to date, therefore the additional
assurance of compliance with the EU directivesis necessary to be able to continue trade with the
EU countries. Thiswill necessitate additiona hours for the producer to review the directive this
timeisesimated a& 20 minutes. Therefore the additiond time for compliance information is 42
hours (126 responses x 0.33 hours).  Thisisincluded in the total burden hours.

The annud cogt for firmsto supply the information necessary to maintain EC processor lists for
shell eggs, dairy products, animal casings, gelatin, collagen and game meet and game mesat
productsis estimated as follows:

Estimated total number of hours for response= 315
126 responses x 0.25 hours



Estimated cost of response time = $89%5
hourly cost for response is estimated
as being equivaent to that of abase
GS-12 sdary ($28.41/hour)

If the trade associations desire to send out notification to their members or publish in ther trade
magazine (third party disclosure), this would potentialy require an hour to add an article to atrade
magazine to approximately a day to print and send a natification to their members for each trade
asociaion. The estimate of burdenwould be gpproximately 120 hours. The number of
associates would be 15 and the total hours per association would be as high as 8 hours.

If state governments notify loca processors, this would potentidly require an hour to add to a sate

bulletin or gpproximately a day to notify processors by other means of communication. The

maximum number of states would be fifty and the tota hours per state would be as high as 8 hours.

The annud third party disclosure cogts for establishment of EC ligt is estimated as follows:
Estimated total number of hoursfor disclosure= 520

15 trade associations and 50 states x 8 hours

Estimated cost of disclosure =$14773
Hourly rate equivaent to the base GS-12 salary

13. Provide an estimate of the total annual cost burden, other than hour burden, to respondents.

There are no additiona costs.

14. Provide edimates of annualized cost to the Federa government.

The cost to the Federd government would be that of reviewing the information supplied by
the firmg/processors. This review would include verification of ingpection dates for each new firm,
obtaining and reviewing ingpection reports. The five commodities area lists would be modified and
then transmitted to the EC. The lists would be reviewed for any known additions or corrections on
aquarterly basis. The annua cost to the Federad government for maintenance is estimated as
follows

Estimated total hours per year = (126 x 2) =252

estimated number of responses = 126
estimated number of hoursfor review =2



Edimated totd cost for establishment and review of lists

252 hours x $34/ hour = $8568
hourly costsis estimated as being equivalent to that of abase GS-13 salary

15. Explain the reasons for any program changes or adjusments.

Since the renewd approva to obtain information for the maintenance and updating of these ligs an
additiona trade association has been identified, the response from the shell egg and game meset
products areas were dightly less than anticipated and an additional commodity, gdatin and collagen
isbeing ligted. In addition, snce the list has been established and companies do not need to
reapply unless they have a compliance problem, the only additions are those companies that are
just beginning trade with the EU. EU implementation dates for directives governing trade with non
EU countries are occurring with a trade agreement in which full equivaency has not been
determined, therefore the products must be in compliance with the gpplicable requirements which
requires the processor to be aware of the EU requirements and to acknowledge equivaent
compliance.

16. Outline plans for tabulation and publication for collections of information whose results will be
published.

The ligts will contain those firms/processors exporting to the EC which comply with FDA
regulations and which comply with EU directives. Publication is handled by the EC according to
their procedures.

17. Explain the reason that display of the expiration date for OMB approva of the information
would be inappropriate.

Not applicable

18. Explain each exception to the certification satement identified in item 19.

Not applicable
B. COLLECTION OF INFORMATION EMPLOYING STATISTICAL METHODS

Not gpplicable



