FOOD PRODUCTS EXPORTED FROM EC MEMBER STATES TO THE US

REGULATION IN PLACE
1. DETENTION
- For domestic products 

FDA has the authority to put products on administrative detention under Section 304 of the Federal Food and Drug Cosmetic Act (FFDCA). This section was modified by the Bioterrorism Act (PHSBP). The Final rule of Administrative Detention has laid down  time limits, information of the decision, appeal procedure to be strictly followed by FDA. The perishability of the products is taken into account to expedite the process. Criteria for triggering an action are less stringent for domestic products. (this sentence is somewhat confusing. Under Administrative Detention the FDA has to have “credible evidence or information indicating the article presents a threat of serious health consequences or death to humans or animals”. The threshold for detention of imported products is much lower. See below. 

- For imported products 
FDA has the authority to refuse admission under Section 801 a of FFDCA after examination of samples: 

· if it appears that such product has been manufactured, processed, packed under unsanitary conditions, 

· or if such article is forbidden or restricted in sale in the country from which it was exported, 

· or if such article is adulterated or misbranded or in violation of section 505. 

Section 801 also covers the non compliance to the requirements of the PHSBP (Bioterrorism Act): 

· no registration of the facility (801 (l) (1)3,

· no submission of a notice 801 (m) (1). The product shall be held at the port of entry (801 m 2Bi),

· importer owner or consignee is a debarred person (801 k 1).

A product could also be temporary held under 801 j if there is credible evidence or information indicating that this product presents a threat of serious adverse consequences (and in this case section 304 may be used).

2. TIME LIMITS FOR DETENTIONS
- For domestic products:  

FDA has to follow specific delays : 

· the period of hold must not exceed 20 calendar days, which can be extended to 30 calendar days; 

· appeal procedure has to be done within 4 calendar days of receipt of the detention order; 

· 10 days to make an appeal; 

· if an hearing is requested, within 2 calendar days;

· decision within 5 calendar days after appeal is filed. 

- For domestic perishable products:  

· an appeal must be filed within 2 calendar days of receipt of the detention order;

· if a hearing is requested, it will be held within 2 calendar days after appeal is filed;

· FDA decision on appeal will be issued 5 calendar days after appeal is filed (21 CFR part 1); 

· expedited procedures for initiating certain enforcement action with respect to perishable food require FDA to submit a seizure recommendation to the Department of justice within 4 calendar days after the detention order is issued. 

- For imported products:

There are not such required time limits, regardless of the perishability of the product (like cheeses, fruits or vegetables).   

3. OFFICIAL NOTIFICATIONS

- Notice of action : According to the FDA Investigations Operation Manual , chapter 6 paragraph 614.04 a notice of FDA action is sent to the importer of record, consignee, and filer. Several notices in sequence can be sent where it is written if a product “may proceed” or is  “pending FDA Review”, or is “on hold”  or “detained” or “refused”.

- Sampling (Code of Federal Regulations 21 CFR 1.90)

When a sample of an article offered for import has been requested by the district director, the collector of customs having jurisdiction over the article shall give to the owner or consignee prompt notice of delivery of, or intention to deliver, such sample. Upon receipt of the 

notice, the owner or consignee shall hold such article and not distribute it until further notice from the district director or the collector of customs of the results of examination of the sample.

- Payment For Samples

The FDA will pay for all physical samples found in compliance or collected as an audit of private laboratory reports of analyses submitted to FDA in response to detention (see 21 CFR 1.91). 

- Hearing on refusal of admission (Code of Federal Regulations 21 CFR 1.94)

 or Notice of Detention and Hearing

(a) If it appears that the article may be subject to refusal of  admission, the district director shall give the owner or consignee a written notice to that effect, stating the reasons therefor. The notice shall specify a place and a period of time during which the owner or consignee shall have an opportunity to introduce testimony. Upon timely request giving reasonable grounds therefor, such time and place may be changed. Such testimony shall be confined to matters relevant to the admissibility of the article, and may be introduced orally or in 

writing.  (b) If such owner or consignee submits or indicates his intention to submit an application for authorization to relabel or perform other action to bring the article into compliance with the act or to render it other than a food, drug, device, or cosmetic, such testimony shall include evidence in support of such application. If such application is 

not submitted at or prior to the hearing, the district director shall specify a time limit, reasonable in the light of the circumstances, for filing such application.

- Refusal of admission
Section 801 (a) of the FDCA directs the Secretary of the Treasury to issue a notice of refusal when it appears that imported shipment is in violation. Traditionally, the notice is issued by the FDA district office. The refusal notice is issued when:

· a response to a notice of detention and hearing is not received within the specified 10 days time frame; 

· or efforts to relabel or recondition, pursuant to an approved application(form FD-766), have failed; 

· or a detained shipment has been reconditioned and FDA has agreed to the exportation of the reject material; 

· or after a hearing, when the hearing officer rules that the charges are valid and a form FD-766 has not been submitted.

The notice of refusal is always issued to the importer of record (who is the same person or firm who was issued the notice of sampling). In accordance with local practices, copies may also be sent to the customhouse broker and the consignee when neither is the importer of record.

- Automatic detention 

Automatic detention is used when there exists an history of the importation of violative products, or when other information indicates that future entries may appear violative.

When there is a recommendation for automatic detention, the Division of Import Operations and Policy (DIOP) will review the recommendation to determine if it is appropriate. Recommendations formatted as Import Alert will be offered for agency clearance by DIOP (serves as the central depositary for all automatic detention information and data). Recommendations could be based on one violative sample (if it represents a potentially significant health hazard (undeclared significant ingredients, such as human allergen, unapproved colours, violation of standards of identity, not in accordance with the NLEA…), or on information and historical data (in this case, it is not necessary to collect and analyse a sample), or on multiple samples.

In this case, according to the Regulatory Procedure Manual (RPM), a copy of the Import alert must be provided to the appropriate foreign embassy or foreign government from the International Affairs Staff and to the specific foreign manufacturers or shippers from CFSAN or other appropriate agency.

4. CERTIFICATE OF ANALYSIS (ANALYTICAL WORKSHEET)

We couldn’t find any regulation concerning communication of the analytical worksheets, so it seems that the only alternative is to make a request under the Freedom of Information Act.

