Frequently Asked Questions
Regarding the European Union Health Certification
Program
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Milk Quality Requirements
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Is it illegal to sell milk in the U.S. with somatic cell counts that exceed 400,000
cells/mL?

No, the regulatory limit for somatic cells counts in milk is 750,000 cells/mL in the United
States as established by the Pasteurized Milk Ordinance (PMO). Some States set standards
that are more stringent than the PMO. The regulatory limit for somatic cell counts in the
EU is 400,000 cell/ml. Milk with a rolling mean somatic cell counts greater than 400,000
cells/mL cannot be certified for export to the European Union (EU) unless a derogation is
requested from AMS. The AMS Dairy Programs EU certification program is voluntary and
only applies to milk and milk products that are exported to the EU member countries.

How should the monthly milk quality records be established for each farm?

To establish monthly milk quality farm records at least one milk sample per month must
be tested for Somatic Cell Count (SCC) and two samples for Bacterial Standard Plate Count
(SPC). A milk supplier may also use an average of a number of samples taken at the farm
during the month. AMS will accept the counts used to establish payments for the farm
milk. AMS will also accept regulatory sample tests provided that the minimum numbers of
samples are taken.

See Appendix 1 for an example of a timeline before a farm would be considered out of
compliance.

Will monthly SPC test results be required for verified Grade A milk producers?
No, SPC test data will only be required for Grade B milk farms. Grade B farms will be given
two months to establish an initial rolling two months means for SPC. The U.S. regulatory

SPC requirement for Grade A milk is equivalent to the EU regulation of 100,000 bacterial
per mL.

Milk Supplier’s Responsibilities

Back to Table of Contents

What unique information must a milk supplier provide on each Certificate of
Conformance (COC)?

The milk supplier shall have records of individual farms available to link and confirm that

raw milk meeting the EU requirements for SCC and SPC is received at the facility
manufacturing dairy products for shipment to the EU.

What are the responsibilities of the milk supplier when the farm’s rolling mean
exceeds the maximum EU requirement?
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A milk supplier must notify AMS if a farm’s rolling mean exceeds the EU requirement
and the milk is used for products that are certified for export to the EU. If the farm
comes back into compliance no further notification is needed. If the farm exceeds the
requirement for three consecutive months after notification then the plant must ask for
a derogation or exclude the milk from entering products shipped to the EU.

AMS requires the milk supplier to request a derogation or exclude the milk from EU
certification when they receive the July numbers in early August. AMS will accept
derogations and apply them retroactively if the plant makes the requestin a
reasonable time frame.

Will the COC for farm milk collected in a given month be used to determine
compliance in the following month?

Yes, a COC covering raw milk delivered in April would be based on March’s compliant
three-month rolling mean. This avoids a milk supplier having to trace product that
may have moved significantly through the supply chain before the monthly sample is
analyzed and reported.

What unique information must a milk processor or applicant provide on each
Certificate of Conformance (COC)?

The processor shall have records for dairy ingredients or composite food that require
an EU Health Certificate. There must be enough information to trace back at least one
step toward the raw milk production for milk or dairy products covered by the COC for
verification during the AMS Dairy Programs review of records. This can include
production lot identification codes, production dates, bills of lading or any other
documentation that provides this information. It will not detail individual farms. An
example of the COC can be found in the EU Health Certificate Program document under
Exhibits 1.B.1 and 1.B.2.

Is it possible for a farm to be out of compliance for either the SPC or the SCC
requirements or for both requirements?

Yes, derogations are specific to the parameter(s) (SCC or SPC) that is out of compliance.

A farm could conceivably have two derogations at once. The requirements are
mutually exclusive.

Derogations
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What is a derogation?
A derogation is a deviation under special circumstances to allow the milk in question to be

accepted into the EU export certification program. A derogation will be granted provided
that during the processing of milk or milk products they are (i) pasteurized or (i) made into
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https://www.ams.usda.gov/sites/default/files/media/Official%20EU%20Health%20Certification%20Program%20document.pdf

raw milk cheese that will be aged atleast 60 days before being placed on the market.
While a farm is under a derogation, testing of the farm samples are expected to continue.

When is a seasonal derogation granted?

AMS will base seasonal derogation on the farm being in compliance 9 months of the year.
The purpose of a seasonal derogation is to recognize a farm that has satisfactory
production methods may still not be able to meet the requirements during certain seasonal
periods due to circumstances outside the control of the farm. Seasonal derogations must
be caused by a seasonal phenomenon (for example: temperature, seasonal rains) and not
by poor sanitation, hygiene or animal husbandry practices. Seasonal derogations must be
renewed every threeyears.

What information is required when requesting a derogation?

The following information must be provided when requesting a derogation: name of
requester; phone number; e-mail address; the name, city, state, plant number and customer
(Applicant Number) of milk supplier requesting the derogation; the information for the
farm needing the derogation (name of the farm, location and patron identifier); the month
of year the derogation is being requested and the counts for that farm (three months
records for a standard derogation or 12 months for a seasonal derogation.)

What records or data will AMS recognize to support a request for a seasonal
derogation?

A request for seasonal derogation must be supported by legitimate records such as DHIA or
processor data and milk check information (at least 12 month'’s records) and be consistent
with the expected seasonal variations for the area. Seasonal derogation requests that do
not correspond with normal seasonal variations will not be granted.

How long is the derogation approval process expected to take?
AMS expects most standard (non-seasonal) derogations to be granted within 5 business
days. Seasonal derogations may take longer. Derogations must be requested via e-Docs.

Each request will be reviewed by AMS supervisory staff. AMS will accept derogations and
apply them retroactively if the plant makes the request in a reasonable time frame.

What are the conditions under which a derogation renewal would be denied?
AMS will deny a derogation application if there is no apparent effort to bring the farm
into compliance during the previous derogation, and renewal of the derogation would be
detrimental to the EU certification program.

Review of Records
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Who is financially responsible for the incurred charges during the review of
records?

The applicant who requested the export certificate is the responsible party.

How will documentation be utilized to trace back to the producer?

AMS will review 10% of the milk supplier’s farm records. A COC must accompany each
transfer of milk or dairy products through the supply chain. The COC on file from each
supplying plant must have records to support that each lot in question meets EU
requirements for SCC and SPC. AMS will conduct a review to trace back at least one
continuous line of production from exported product to farm m il k source.

How long must records be retained for review purposes?

Records documenting compliance must be kept a minimum of 12 months or since the
last review, whichever is longer. Retention of records shall not be required beyond 3
years.

Fees
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What are the fees assessed for each issued derogation?

AMS will charge the milk supplier an administrative fee of two hours at the current
Federal Register published rate for Dairy Programs services for each derogation (seasonal
or otherwise) application. (As of October 1, 2016, the fee for the derogation is

$123.00)

Additional Resources

Back to Table of Contents

The official EU Health Certification Program document may be
found at http://www.ams.usda.gov/services/imports-exports/eu-

dairy-exports

Agency Contacts

USDA, Agricultural Marketing Service
1400 Independence Avenue, SW
Room 2746-South Building
Washington, DC 20250-0269

E-mail: DairyExportsQuestions@ams.usda.gov
Fax: 844-804-4701
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Appendix 1.

Determining Compliance Eligibility for European Union Export Certification
Effective January 2, 2012

Month If result of rollin
Montlllly data for three-month s Actions
rollingthree-
mean for SCC
month mean for
Scc
April Jan, Feb, Mar > 400,000 Milk ok for export in April. Notify AMS.
May Feb, Mar, Apr > 400,000 Milk ok for export in May. (1st month)
June Mar, Apr, May > 400,000 Milk ok for export in June. (2nd month)
July Apr, May, Jun > 400,000 Milk ok for export in July. (3rd month)
August May, Jun, Jul > 400,000 Milk NOT ok for export in August. Milk
supplier must suspend, segregate,
discontinue certification or request
derogation from AMS to be eligible.
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Non-Discrimination Policy: In accordance with Federal civil rights law and U.S. Department of Agriculture (USDA) civil rights regulations and
policies, the USDA, its Agencies, offices, and employees, and institutions participating in or administering USDA programs are prohibited from
discriminating based on race, color, national origin, religion, sex, gender identity (including gender expression), sexual orientation, disability, age,
marital status, family/parental status, income derived from a public assistance program, political beliefs, or reprisal or retaliation for prior civil rights
activity, in any program or activity conducted or funded by USDA (not all bases apply to all programs). Remedies and complaint filing deadlines vary
by program or incident.

Persons with disabilities who require alternative means of communication for program information (e.qg., Braille, large print, audiotape, American Sign
Language, etc.) should contact the responsible Agency or USDA's TARGET Center at (202) 720-2600 (voice and TTY) or contact USDA through the
Federal Relay Service at (800) 877-8339. Additionally, program information may be made available in languages other than English.

To file a program discrimination complaint, complete the USDA Program Discrimination Complaint Form, AD-3027, found online at How to File a
Program Discrimination Complaint and at any USDA office or write a letter addressed to USDA and provide in the letter all of the information
requested in the form. To request a copy of the complaint form, call (866) 632-9992. Submit your completed form or letter to USDA by: (1) mail: U.S.
Department of Agriculture, Office of the Assistant Secretary for Civil Rights, 1400 Independence Avenue, SW, Washington, D.C. 20250-9410; (2) fax:
(202) 690-7442; or (3) email: program.intake@usda.gov.

USDA is an equal opportunity provider, employer, and lender.
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