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Guadalajara, Jalisco, MÈXICO.

BIOTERRORISM  LAW

OBSERVATIONS and SUGGESTIONS

SECTION 303: DETENTION



Docket No. 02N-0275

· In case of the FOOD PRODUCTS export IN GENERAL, when a SHIP is prisoner, by detect credible evidence of which attempt against the security of the American consumers: What parameters and criteria defines a credible evidence for each type of inspected food?. There is or exists one document whrich describe and define a credible evidence?. On the basis of the definition of credible evidence, will be modified the regulations that now are taken as it bases for the use of ingredients and nourishing additives on products that wish to export themselves to the United States?. 

· In the PRODUCTS export PERISHABLES, if a SHIP is stopped by false alarm (biological type) and really does not exist credible evidence of which it attempts against the security of the consumer, more likely the boarding, due to the time that passed prisoner, no longer will be able to continue the procedure to concern itself to the United States, due to its perecedero character, in this case, who absorbs the expenses and costs that this loss involves? FDA?, The company?, People who exports it?, or The client?. 

· What characteristic must fulfill the carrier company contracted to transfer the product that is desired to export?. FDA can to stop a boarding because the transport in which goes the product does not fulfill certain criteria, registries and/or regulations, if it is the case, which are these criteria, registries and/or regulations?.

· In case of a SHIP is prisoner, the product stops single, or also to the carrier. It is important on the matter to know the position FDA, since the halting of carriers will cause an additional cost to which it will be due to absorb by the halting of the product. 

· Physical areas of halting exist or will exist defined, if it is the case, which will be and where they will be located?, it will generate some cost, of remaining in them because a boarding is subject to halting?. 

· In what place on the board, the SHIPS will wait the liberation from its entrance to the United States. It will be in a warehouse or place of maneuvers registered before FDA?, or in the place that FDA specifies?. 

· If the carrier arrives at night, will have to report itself until the following day?, or the service of attention for the arrivals of boardings will work the 24 hours?

· Whats are the criterium for the perishable food products?

· Are the grains and seed considered on the food kinds on the Bioterrorism Law,  when ethey are not procesed out of USA ( By example : Beans, Rice only packing and not procesed?

· What are the exactly procedure base for the food recuperation when it has a false and risk alarm?

· On the false risk and alarm for food products, the FDA is going to give at the processors company a  document for the negative campaign? And what about with the negative and comercial campaign and the lost of market? Who pays it?

SECTION 306: MANTENAINCE RECORDS.

Docket No. 02N-0277

· There is one clear procedure and formats for use and keep that Records?

· There are accepted the electronics records? How the users could garantize the confiability of them?

· How many time the processors could keep the records?

· On case of  the food processor it is obligatory the HACCP and GMP´S Sistem? it is could help it  for exent the Bioterrorism Obligatority?

· In case of  Commercial and Sales company, they are obliged at keep Records for food products?

· For Collect or Multure ( and packed products ), and final Label Process, are these companys obligated at the Bioterrorism Law?

· There are the Bread, Jam or fresh Milk products obligated at the Bioterrosim Law?

·  What kind of records are necessary?

· There is necessary and obligatory the Lot  Number or Share?, what about if normally some product not use it?

· There are a big problem keep the records for long time, there are a limit time for conserve it?

· There are some confidential and secret information like formulas, and others, is posible tha FDA requieres some of these information? How FDA garantize the Confidenciality of it?

· What happen on the case of a bad stored product for a comercial company on USA about the processor responsability?

· There is possible that some company with problems in the past have one new opportunity for send their products at USA, if it observ and performs the Bioeterroism Law concepts?

ADDITIONAL COMMENTARIES

· It is considered of vital importance, that exists all the information and content of the Law of Bioterrorism, in addition to in English, IN SPANISH, taking in account that this one last one is the official language in Mexico, and in other Latin American countries that export their products to the United States. This information, with the pertinent translation to have to be available in the electronic page of FDA, and other means of diffusion that are considered pertinent. 

· Once this law takes effect, which is the time of grace that will be granted to the importers for its obligatory fulfillment. 

· What relation of obligatory character can be established between the Bioterrorism Law and systems HACCP and GMP`S. Will have these an obligatory and restrictive character for all those producers, suppliers, distributors, etc., related to the import from foods to the USA, at the time of which the law of Bioterrorismo takes effect? 

· It is very important that all the food processors knows the Bioterrorism Law, and we on the CIAJ and CIAJ.INTEGRA  are working to hard for the promotion and knowledge of it; but we are not experts and we need the FDA support. Could be possible that experts from FDA gives us Course and Capacitation on local way in Guadalajara, Jalisco in Mexico?. The Jalisco is one of the most important state on Mexico for Food processors, and we have in our Association about 3000 Food Companies, and I would like to help you at organize Courses and Capacitation programs about Bioterrorism Law. 
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