Docket No. 02N–0277: Establishment and Maintenance of Records under the Public Health Security and Bioterrorism Preparedness and Response Act of 2002.

FEPACH A.G. comments to Docket No. 02N–0277 (Establishment and Maintenance of Records) and the note published by FDA, in the Federal Register on May 9th to notify the proposed rulemaking.

General comments

It is assumed that all the readers know or have access to all the legislations mentioned. It is suggested to put a connection (internet link) to the legislations related or to note the essential texts implied in an annex.

Specific comments

Perishable food.

FDA is seeking comments on whether a person subject to these proposed regulations always or usually knows at the time perishable food is released whether or not it is intended to be processed into nonperishable food.

We believe that in most cases, it is not known by the person, specially in small farms or orchards, roadside stands and small collection centers.

Outer Packaging

There are events impossible to foresee. The only choice would be that the packaging where shielded. Therefore are the sealed containers.
What leads us to the original statement of the FDA about the balance between the logic and protect the health of consumers.
We ask FDA to exempt the outer packaging of the regulation.

Transporter

It should be clarify who is mean by the term “transporter”. Transporter means the owner of the firm, which provide the service of transportation for the food or it means the driver, who conduct the truck with the foods, the pilot of a plain, etc.
The food company can have a transportation system of their own or hire a known and trustworthy transport company. What records must keep the food company about their own transportation system?

However, in both cases, the danger is reduced.

A known and trustworthy transport company will not risk their whole business for doing something of this nature (contamination of the food). So, the transport company can not be part of such activity.

The alternative is the driver of the truck, the crew of an airplane or cargo ship. This idea is highly improbable.

It is impossible that a driver or a crew of an airplane or cargo ship, open each one of the food units, contaminate them, package them and/or recover the original packages seals, and replace the container seals, and besides arrive on time at destiny, without leaving any trace of their intervention.
It must be consider, that whenever a buyer receives its load, be it or not a food industry, makes controls to the raw materials, ingredients and final products to verify its state. In case of being adulterated they cannot be used or be sold to consumers. Besides the controls that the U.S. Customs and FDA makes when entering U.S., there are the controls makes by FDA during interstate and/or intrastate commerce.
When FDA develops the 4 proposed regulations (Administrative Detention, Prior Notice, Registration and Recordkeeping), FDA had previously think and define the critical points to control. 

If the transportation was one of them, it would have it into account during the others proposed regulations, but FDA did not, because it does not exist the risk level cero.
Specially, when we think in the proposed regulation of “Registration of Food Facilities”, FDA could have developed a fifth regulation, “Registration of Transportation companies”, if this have been considered dangerous since the beginning.

If during the transport something strange took place, it would be to steal the complete shipment and take it to a clandestine plant, but it would never arrive at the next company in the chain. This last company would inform to the supplier company and from there an alarm would be activated.

The text notes:

“….if company A processes the food and sends it to company B via several modes of transportation, the chain of custody would be as follows: (1) Company A; (2) Red Truck Co.; (3) train; (4) Blue Truck Co.; and (5) company B.….”

If the example given by the FDA is analyzed, it leads us to the conclusion that the transport must be excepted of this regulation.

The Company A knows that it sold “X” product with specific lot or code numbers or other identifiers, in sealed containers, knows the time of transportation and the compromised date of arrival to the Company B.
In the same way the company B knows what bought, when it arrives, if the packages come adulterated or in good conditions, if they correspond to the bought amount and to the lot or code numbers in the dispatch guide and/or the purchase invoice and/or the sale invoice of the food.
If a food contamination takes place, the most important issue continues being that company A sold to company B, and to know to which other companies the product were sold.
The text notes: 

“…….The proposed requirements would apply to each individual location that received or released the food, even if each facility is owned by the same corporation.”

The same analysis is applied when activities in two or more plants, belonging to the same company, are developed. Each facility will register what entered and left under its responsibility and what process did to a specific quantity of foods, clearly identified. The transport used as intermediary does not have importance and will not take a record about it.
The same happens with the theme “recipe” and ingredients. The food company will know its suppliers of raw materials and ingredients but will not necessarily have record about the transportation companies used for it. These will recharge them of work.
Proposed § 1.327 (Who is excluded from all or part of the regulations in this subpart?)

The FDA notes:

“Facilities located outside the United States that take possession, custody, or control of finished foods for holding, packing, and/or storage prior to export to the United States are subject to these regulations.”

It should be clarified if this includes port facilities such as warehouses or storage and inspection facilities in land, sea or air ports, belonging to private companies and government bodies for food control in the country of shipping and/or origin.

In such case, it should be clarified if this includes warehouses in ports belonging to shipping companies, land transport or air lines, sealed container deposits, public organization facilities of the foreign government and of USA federal agency representatives (such as FDA or USDA) in the country of origin and/or shipment, etc.

De minimis activity or nature:

Further clarifications or specifications should be provided in regard to what is understood by De minimis activity or nature in addition to what was provided in the text (“affixing of a label to a package or other de minimis activity”; “adding plastic rings to the outside of beverage bottles to hold them together”).

The “de minimis” concept is linked to the concept of Rules of Origin related to trade agreements. A product’s origin (country of origin) is conferred on this basis, so if the scope of this expression is not specified, it could lead to confusion.

Farm:

Clarification is needed in case of fresh fruits and vegetables, since often a farm’s fruits and vegetables are only harvested and/or packed there, and go on to a second facility belonging to a different owner where they are packed and/or refrigerated and/or stored and/or processed, and possibly exported afterwards (international commerce).

The above implies that the farm’s production is not consumed in the same farm nor is it manufactured/processed there since its packing, holding and storage until shipping is carried out in a second facility. It should be clarified that these operations are not considered “de minimis” and therefore only the second facility should be subject to these regulations.

If the above is correct, the definition of farm should be modified to expressly exclude harvesting farms that sell their whole production.

The application of this proposed regulation to orchards in a foreign country will demand an enormous logistic and economic effort.

In Chile are orchards, which belong to a family of limited resources, with poor education, whose only activity is to cultivate a certain fruit or vegetable for its sale. It is impossible for them to maintain a record of the suppliers or the transporters. They can neither carry a control of the sales to third people.
The above occurs not only in Chile, but also in South America, Central America, South Africa, and in each one of the underdeveloped countries and developing countries. Besides, it should be considered that in some cases, there will be persons that do not know to read neither to write

It would make no sense, in terms of scope or impact, to carry out a “dangerous event” in an orchard with limited production.  It would be more reasonable to monitor a facility that manages greater volumes.  It would be more appropriate to identify the packing or cold storage facility that holds the fruit or vegetable. This facility collects greater volumes and complies much more with FDA objectives, so this type of facility should be subject of these regulations.

Proposed § 1.337(a)(1) and Proposed § 1.337(a)(6).
Further clarifications or specifications should be provided in regard to the name of the “responsible individual”.
Proposed § 1.337(a)(1) would require the name of the firm and responsible individual of the nontransporter.

It means the owner of the food company, the production manager, the exportation manager or the plant manager of the food facility?

Proposed § 1.337(a)(6) would require the name of the firm and responsible individual of the transporter.

In this case, the name of the “responsible individual” means the owner of the transportation company, the logistics manager, the personnel manager or the driver of the truck, the pilot of the airplane, etc.?
Records availability requirements

The text note:

“Such records and other information must be made available within 4 hours of a request if the request is made between 8 a.m. and 6 p.m., Monday through Friday, or within 8 hours of a request if made at any other time, by an officer or employee duly designated by the Secretary who presents appropriate credentials and a written notice.”

FDA is not considering the time difference and the federal holidays difference between the foreign countries and the USA.

It is not clear, how will this work with foreign facilities.

If the request is made by fax, phone or email, how will the FDA officer presents appropriate credentials. A written notice send by fax or an email, could reach a fax machine or a computer in a empty office, during hours, because the personnel are not available or there are on holidays, etc..

The only solution is that the FDA officer travel to the facility involves and in this case run the 04 or 08 hours established.

Compliance dates

The size of the business is taking into account, but it could happen that a big food company will have a high number of operations of a various nature. On the other hand, a small business will have less numbers of operations but also less economic resources. So, both will take longer to be in full compliance with these regulations.

Considering this facts, we ask the agency that the firms be in full compliance with these regulations within 18 months of publishing the final regulations.

Proposed §1.360(f) and Part 11
In regard to “Part 11”, a foreign facility cannot know every criteria used for acceptance by FDA or electronic records under certain circumstances, as provide part 11.

It is assumed that all the readers know or have access to all the legislations mentioned It is suggested to put a connection (Internet link) to the legislations related or to note the essential texts implied in an annex.

Adverse Publicity

FDA notes:

“FDA’s investigation of the unaffected sources is time consuming and may have a negative business impact on the incorrectly implicated sources. These sources should not be penalized by exposure to unwarranted scrutiny and perhaps unwarranted adverse publicity because of inadequate recordkeeping by others in the distribution chain”.
In the proposed regulation “Registration of Food Facilities”, section Proposed § 1.243 (Is food registration information available to the public?), it is establish that the information is confidential. Considering the above, we understand that the information handle by FDA is confidential or must be. So it is impossible that adverse publicity occurs for the food companies involve in an investigation of Bioterrorism.

We proposed that a similar paragraph is included in the proposed regulation.

Assuming that a situation of this nature (food contamination in premeditated form) escapes to the control of a food company and that the final purpose is to take care of the health of the consumers, it would be a double damage for the company. Besides the loss of the food, loses the confidence of its consumers, because the FDA revealed to the press a terrorist attack against the food company?

In addition to the economic resources that imply to adapt to the 04 proposed regulations by the FDA for the food industry worldwide, it will be damaged with adverse publicity?

Supposing that only the FDA will have access to the records created by the food companies for the FDA, who else would be able to inform the press and therefore, generate adverse publicity?
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