China’s Comments on the proposed rules on Establishment and Maintenance of Records and Administrative Detention of Food for Human or Animal Consumption

1. Chinese government fully understands and supports the establishment and implement of relevant regulations by the US government for the purpose of anti-bioterrorism. However, China hopes the measures will not be more trade restrictive than necessary to protect life and health, so as not to create unnecessary barriers to international trade.

2. With regard to Establish and Maintenance of Record (Proposed rule)

i. The relevant records of the firms, which have already got through HACCP attestation, are implemented according to the standards regulated by General Rule of Food Sanitation of CAC,1997, HACCP System and Application Guideline of CAC,1997, US FDA 21 CFR PART 110, FDA 21 CFR PART 120. Do these records meet the requirements of Establish and Maintenance of Record (Proposed rule) and so as not need to do the repeated work? China requests US to make explanation about this.

ii. §1.337 lists the content that must be included in the records established and maintained in order to affirm all immediate previous source, and stipulates that the information recorded can be used to confirm the specific origin of every component used in every lot of finished product. China considers that the requirements are too rigorous. The food and feed export firms in developing countries like China can hardly meet these requirements.

iii. With regard to the availability of the records, §1.361 stipulates: If FDA request is made between 8 am and 6 pm, Monday through Friday, the relevant information should be provided to FDA in 4 hours; If the request is made at any other time, the information should be provided in 8 hours. This requirement will be hard to meet by most of the Chinese export firms. Therefore, China requests the US to prolong the information providing time to 12 hours.

iv. The SPS Agreement stipulates: SPS measures must be based on risk analysis and should be minimum trade-restrictive. According to these principles, China requests these two regulations be implemented step by step according to the different possibilities of being used for terrorism purpose of different food and feed; At the present stage, only require certain foreign food firms to establish and maintain records, and do not require the animal feed firms to do so, so as to reduce the trade restrictions to the minimum level.

v. The proposal provides that the relevant records should be established and maintained in the whole export system, especially in trade sector. It will surely affect trade　by increasing management cost of the firms. So, China requests the US to take the least trade-restrictive measure.

vi. As to the application period of the proposal, China thinks that it is not appropriate to divide application period according to the quantity of employees of a firm. Chinese food firms are mostly labor-dense firms, the production rate per person is obviously lower than that of the US. Therefore, China hopes the US to consider the factors such as production capacity and production value when establish the application period of the proposal; and give Chinese firms a period of 3 years for compliance.

3. With regard to Administrative Detention of Food for Human or Animal Consumption (Proposed rule)

i. In the proposed rule, the lack of allergen in the label of food is also covered into the administration scope, and will be subject to the administrative detention. In fact, if such problem happens, it can be solved by other ways that will reduce the damage of the firms to the minimum level as well as protect the safety of consumers. Those methods include: the firms can recall the products voluntarily (product recall grade I), or re-process to meet the requirement of the US Federal Food, Drug and Cosmetic Act. Therefore, China requests US to narrow the application scope of the administrative detention, complying with the SPS principle of minimum trade restriction.

ii. The proposed rule emphasizes that FDA will consider many factors including the creditability, rationality and entireness of “the reliable evidence and information”. China considers that this kind of explanation is too abstract and not practicable. So, China requests US to make detailed illumination about “the reliable evidence and information” or give systematic enumeration, so as to reduce the randomicity in the work of FDA, as well as to avoid the troubles firms will be involved in if they appeal afterwards.

iii. The proposed rule stipulates that the period of detention is 30 days. China would like to get the scientific evidence or risk analysis to support the 30-day detention period, and requests the US to shorten the detention period to about 7 days. At the same time, China requests that when FDA implement the administrative detention, the product name and lot number, producer, exporter of the detained food, and the reason for detention should be notified to the competent authority of the exporting country, so that the government of the exporting country might take measures to recall or deal with the products in time.

iv. The proposal does not define the way to calculate the loss of value over the administrative detention for the food that will be confirmed as no risks to health and life of human and animals. The proposal classify the food into 4 kinds according to the shelf life as 0-7day (s), 8-30days, 31-90days, and above 90 days and provides rate of loss value per day during the detention period for the four kinds of food respectively. However, it does not explain how the original prices of these products are calculated. Is it FOB, CIF, or the retail price in the US market? China requests US to make detailed explanation for it. In addition, China considers: as regards to the products that are found safe after the detention for further inspection, the US government should cover the expenses during the detention period, including fees for storage, transportation and so on.

v. China considers that the informal hearing on an appeal of a detention order should also be participated by the third parties, not only by an FDA regional food and drug director or another FDA official senior to an FDA district director.

vi. The proposal is partly focused on issues of trade procedure, rather than the issues of quality and safety. So, China requests the US to establish a transitional period for the implementation. 

vii. Although the proposal stipulates the rights to appeal of the owner of the food and the relevant persons, however, the time limit of 2 or 4 calendar days is too short. China requests the US to extend the time limit, so that the exporting countries will have enough time to prepare documents. 
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