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The Regulatory Agencies Committee (RAC) primary mission is three fold. First and foremost is to represent the interests of our membership before the many government agencies besides Custom and Border Protection, who have regulatory authority over imports. Second is to educate these many agencies on your role and capabilities within in the supply chain. Third is to address your specific operational issues affecting your day to day operations. This past year has been very challenging for the RAC as many of the new laws passed by Congress are now be implemented by various agencies. During 2013 the primary activities of the RAC have been directed towards the implementation of the Food Safety Modernization Act, Consumer Products Safety new proposals, and the Food and Drug Administration (FDA) Filer Review Guidelines and procedures. The committee continued its work with other trade organizations addressing systemic agency issues to help better understand the agency goals, analyze and suggest improvement to procedures, and assist in the agencies goal of improved consumer safety through better understanding and education.
Due to increased pressure from both Congress and the consumer, along with reduced   resources many agencies are looking for increased enforcement tools to ensure a higher level of compliance. As the various rules and regulations have been published it became evident of a lack of government understanding of our true role and limited control over the supply chain. The RAC has addressed published proposals through various NCBFAA comment papers, highlighting specific issues affecting you and our industry. Following are some of issues addressed this past year.
Comments to CPSC Proposed Rulemaking for Product Compliance Certificate

A formal NCBFAA RAC comment to the CPSC NPRM was prepared and filed with the assistance of Mr. Alan Klestadt. Our comments were directed toward areas which we felt would have a direct impact on the entry processing requirements for CPSC regulated products and possibly place additional regulatory responsibility on you as the filer of data. 

The proposed rule which defined the term “importer” included a customs broker acting as the importer of record. We pointed out a customs broker acting as a representative of a third party for entry purposes under Customs and Border Protection (CBP) regulations would not have full knowledge regarding product safety requirements. We requested that that the rule be modified to eliminate any reference to “customs brokers”. We referred the Commission to the definition under CBP regulations to help charily the true importer and the party who should be responsible for furnishing the certificate of compliance. Our role in the supply chain was explained and that no additional responsibility (and liability) should be placed on a customs broker for issues they do not control. We requested the rule be modified to clarify the certification obligation belongs to the “beneficial party of interest” who has knowledge about the imported product.
Our comments addressed the new physical certificate filing at the time of entry. Unless the commission mandates that the certificate of compliance must be generated electronically in a uniform format (in fact the NPRM contemplates just the opposite), this requirement will impose a huge burden on the customs brokerage industry. This change in rules presents substantial programming challenges for both government and the private sector. We pointed out to the commission that with the development of the International Trade Data System and CBP moving into ACE, entry procedural provision must be made for electronic transmission within the government systems or a separate web portal for the true importer to have the ability to directly file the certificate of compliance. Edits must also be incorporated into any electronic filing system to discern which products require certification at the time of entry. It is also unclear how CBP would enforce CPSC compliance without an edit system in place.
We strongly stressed that the certificate of compliance should not be a requirement of entry as this will greatly impede the flow of goods into the country without yielding a corresponding compliance benefit for the commission. We believe that the current standard of requiring the certificate of compliance be available at the time that the merchandise is presented to CBP for possible review is a workable solution. 
NCBFAA comments on Title Vii of the Food and Drug Administration
Safety and Innovation Act (FDASIA)

The committee working with Mr. Jon Kent and Cindy Thomas filed the NCBFAA comments to the FDASIA regulations. While supporting FDA in their efforts to enhance the safety of the drug supply it was pointed out that the “importer” must be the true party with first hand knowledge of the production and control of the products being imported. It was recommended that these regulations define the term “importer” consistent with the agency’s definition under the FSMA Foreign Supplier Verification Program.

 It was also pointed out that while recognizing FDA’s need for information to demonstrate compliance at time of entry it must be consistent with effective electronic transmission, non repetitive, and be compatible with the CBP ACE and ITDS protocols. We urge FDA to look for ways to streamline the entry requirements and require compliance documentation be available at the time of entry and furnished upon request, rather then being a condition of entry.

It was pointed out that under the registration of foreign drug suppliers the U.S. Agent responsibilities must be clearly defined and proper verification of acceptance be instituted. Some form of agent acceptance should be required before entry is accepted.

Comments to Food and Drug Administration Proposed Rule,
Foreign Supplier Verification Program (FSVP)

For Importer of Food for Human and Animals

The RAC responded to the published FSVP NPRM in areas which could affect our membership’s responsibilities related to the importation of food products.  The committee wishes to acknowledge Ms. Cindy Thomas, Mr. Jon Kent, and Mr. Alan Klestadt for their assistance in preparation of these comments. It was felt that our comments should support the definition of the FDA importer put forward in the proposed rule. The definition proposed very closely aligns with the position of the NCBFAA that the FDA importer should be the party with a financial interest in the importation of the merchandise. That is the party who has the most knowledge of the actual merchandise and transaction information. It may not always be the CBP Importer of Record.  

The comments pointed out that the actual determination of the FDA importer may not always be clear. To avoid confusion and inaccurate designations, we suggested that there be an affirmative requirement for the Importer of Record to provide name, and Duns number if required, of the FSVP importer on entry declaration. 

The proposed FSVP rule requires the foreign owner or consignee designate a U.S Agent or representative as the FSVP importer when no U.S. owner or consignee is known at the time of importation. We pointed out our strong belief that the U.S. Agent under the Bioterrorism Act for Prior Notice purposes should not automatically be designated as the FSVP U.S. Agent. We suggested new procedures be implemented for designation and verification of the FSVP U.S. Agent, with ample time allowed for facilities and agents to develop agreements. Our comments went on to outline some of the flaws in the current food facility registration system. The issue of the current negative not positive acceptance procedure is not adequate for U.S. Agent acknowledgment of responsibility. 

The comments went on to point out some of the unique challenges facing the agency in implementing the FSVP. We pointed out the supply chain issue of comingled goods, like coffee from a multitude of growers.  A verification program under the proposed rule would be very difficult and unrealistic without further clarification. This would even be more challenging when product is imported into the U.S. by a foreign importer for warehousing and future distribution. The U.S. Agent would not have the knowledge or capability to satisfy the FSVP requirements.

FDA Filer Review Guideline and Uniform Audit Procedures

On August 1, 2013 a select number of committee members, Mr. Jon Kent, and Mr. Alan Klestadt had the opportunity to meet with the FDA Filer Review Work Group. The meeting was held at the FDA Jamaica, NY District office with FDA representatives from various FDA Districts. The meeting was very open and candid and an overview of the work group progress was presented by Mr. John Verbeten, FDA Director of Import Operations. The work group had addressed many of the issues presented by the RAC. The work group is well along the way in developing guidelines that are uniform and equitable for increasing the reliability of data being furnished while maintaining due process protocols. Here are some of the highlights of the presentation:

· FDA will stress informed compliance in the review process.

· Review a filer site every four years unless issues are found.

· After the site review is completed the reviewer will go over the findings with management furnishing them a copy of the review document. Issues may be discussed that are elevated to an error status.

· The FDA reviewer will not make the determination of compliance. The report will be reviewed by a supervisor and compliance officer to determine the actual error rate.

· Error will be judged on a severity scale and its impact on FDA determination of acceptance. Errors will no longer be white or black.
· The filer will have an opportunity to question, contest, and dispute the findings.

· The agency will investigate developing a line system that will transit FDA errors or questionable transmissions back to the filer at the time of entry to help correct any future transmissions.

· Entries will be reviewed at the transmission site not district specific. RLF entries will be reviewed at the site they were transmitted from not at the processing port office. Larger firms that use one central transmission point will be reviewed at the transmission point regardless of origin.

· FDA will publish a public Filer Review Guideline document along with a supplemental procedures and definitions addendum for field and trade use.
Those attending the meeting were impressed with the work groups efforts and willingness to discuss issues. The RAC will be furnished an opportunity to review and comment on the final guideline documents before implementation. While not addressing all of our issues we hope the finished product will be something that is workable. We will reserve further comment until we have an opportunity to review the finished product. 
RAC Participation in the Industrial Working Group
The NCBFAA RAC continues participation in the Industrial Working Group (IWG) trade coalition interaction with FDA top management. Members of the RAC, Mr. Jon Kent attended the IWG/FDA periodic meetings at FDA headquarters in White Oak, MD. To convey to top FDA manage the NCBFAA interest in further interaction, and to protect the interest of our membership, it was determined that a physical presence at this meeting was in our association’s best interest. Following are the issued pursued by this stake holder’s coalition:

· A FDA centralized entry review pilot was conducted with Express Courier industry. Both FDA and trade participants felt the pilot had mixed results. A lot of information was gained by the pilot but due to internal operational failures and the government shutdown the pilot was forced to terminate early. FDA stated they gained a vast amount of operational knowledge from the pilot which is still being anglicized. The IWG recommended a second pilot be conducted with better preplanning meetings. FDA was non-committal on any future pilots.
· The IWG praised FDA on moving into a better risk based electronic PREDICT system. The IWG questioned FDA on why only a small number of the initial reviews are being electronically being designed “may proceed” while the majority of reviews are being forwarded for human review. After human review only 3%-5% are actually being referred for further FDA action. The IWG suggested FDA review the PREDICT rules to alter this ratio to reflect a truer risk potential.  FDA implied that much of the blame for this ration was attributed to “data quality” or inaccurate or incomplete transmitted data. FDA provided little specific information or examples on just what is meant by “data quality”. It was agreed that a robust PREDICT electronic screening system is a benefit to all parties in light of increases volume with reduced resources. There was recognition that implementing an effective PREDICT system is a “shared responsibility”.
· The IWG recommended FDA develop a more robust ITACS system for better communication between all parties. FDA is in the process of developing an account management security system which will permit ITACS to move forward. 

· The IWG recommended a formal advisory body similar to the CBP COAC. A formal advisory group would better be able to assist FDA with future goals integration into CBP ACE. FDA promised to look at whether the IWG could be organized under FDCA as feasibility.

I would like to express my appreciation to the RAC members for their work and commandment to addressing PGA issues which would effect our member’s daily operations, responsibilities, liabilities and those of our clients. I would recommend you look at the roster of RAC members posted on the NCBFAA website and when appropriate express your own appreciation. I would like to express the RAC appreciation to Ms. Cindy Thomas, Mr. Jon Kent, and Mr. Alan Klestadt for their continued support and assistance in addressing the many challenges facing the NCBFAA this past year. The RAC, along with the other NCBFAA committees continue to bring our industries issues to the forefront with government agencies and not only question proposals but also present viable solutions which benefit all parties. Your association remains the one to come to when addressing supply chain issues.
The RAC is still challenged with developing a dialog with other regulatory agencies beyond FDA and CPSC. This will need to be the committee’s primary goal as we move into 2014 and a new association management. The committee will continue to pursue our efforts with FDA to implement an “Advisory Ruling Procedure” and workable and fair national filer review protocol.
More government agencies are looking at you as a broker or forwarder for increased responsibilities and enforcement action. Your association needs to know your concerns, suggestions and direction.  The committee again asks for NCBFAA board, APN, and membership participation by furnishing the committee PGA systemic issues and your feelings on the many government PGA proposals.  
