FOOD AND DRUG ADMINISTRATION 21 CFR PARTS 1 AND 11

ESTABLISHMENT AND MAINTENANCE OF RECORDS UNDER THE PUBLIC HEALTH SECURITY AND BIOTERRORISM PREPAREDNESS AND RESPONSE ACT OF 2002 

Argentine submission
A.- GENERAL QUESTIONS RELATIVE TO THE LEGAL CONSISTENCY QITH THE SPS AGREEMENT

1.- Could the US provide the scientific evidence that supports the proposed measure?

2.- Could the US clarify if there is a risk assessment, in accordance with article 5 of the SPS Agreement, in which the proposed measure is based on? 

3.- In case of a positive answer, could you precise the relevant components that were taken into account, in conformity with article 5.2. of the SPS?

4.- Does the US consider that the relevant proposed measure is not more trade-restrictive than required to achieve their appropriate level of sanitary and phytosanitary protection? In case of a negative answer, which alternative measure have the US considered and which are the reasons why the US rejected them?

5.- Could you please explain the legal compatibility of art. 1.337 of the proposed measure with the SPS principle on proportionality?

B.- GENERAL QUESTIONS RELATIVE TO THE PROCEDURE

1.- Could you please identify the list of persons / facilities that are excluded from all or part of the regulation in accordance with art. 1.327(e)?  

2.- Could you please explain the reasons why, in accordance with art. 1.329, some foods must comply with a double record system?

3.- Could you please clarify the meaning of “reasonably available” of art. 1.337(a)?

4.- Could you please confirm if, in the case of non-transporters, they must identify the specific source of each ingredient that was used to make every lot of finished products?

5.- Could you please clarify if the requirements established in art. 1.351 and 1.352 shall be observed by domestic and foreign transporters of food? 

6.- Could you please explain the reasons why records shall be retained for 1 or 2 years, depending on the case?

7.- Could you please explain if there is any formal requirement relative to the establishment and maintenance of the records? 

8.- Could you please explain which is the meaning of a  “reasonable belief that an article of food is adulterated”, in accordance with art. 1.361?

9.- Have the US considered any special or differential treatment for the following cases: 

 - positive earlier experiences of trade with a person / facility / country.

- low risk products

- developing countries

10.- Did the US take into account the costs of implementing such a record system  in developing countries regarding article 10.1 of SPS ?

11.- Could you please confirm if commodities, such as grains and seeds, are covered by this proposal? If he answer is yes, have you considered the difficulties of identifying the different sources or segregating these commodities? 

12.- Regarding the availability of the records, is the US considering any special treatment in case of small facilities? 

13.- Could you please identify which are the sanctions in case of failure with the compliance of the record system?

