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I. Introductions

II. Status of Industry Working Group recommendations

· Centralized Document Review Pilot

· Industry is pleased that FDA tried this pilot and appreciate the effort that FDA made 
· Initial results had some negatives, but the lessons learned were very valuable - we saw what worked and what did not
· We would like to try it again with a differently structured effort.  
· Goal is to enhance effectiveness of FDA field resources and focus the targeting effort 
· Prior to round two, we probably would want to conduct some table top exercises - let FDA officers understand what normal volume looks like and types of products - leverage experience of normal field personnel
· FDA is still evaluating surveys from pilot participants and then will compile a report to be briefed to senior management – the agency is expecting to implement some changes based on the pilot 
· A major FDA goal for the pilot was to see if their personnel across the country could evaluate entries from remote locations – the agency feels the pilot validated that this approach could be done – some personnel worked from home and FDA was able to distribute the workload over a 24 hour period
· Reallocation of FDA staff was a major effort – FDA wanted to be sure the pilot included a good mix of high and low volume ports that had high and low admissibility times, were located across the country, and had a mix of commodity types
· While initially the pilot had a negative impact on release times, in some ports the release time did improve and was improving in all ports by the end of the pilot  
· While a system outage had a major impact at the start of the pilot and resulted in a spike in release times and large numbers of hold, FDA felt that poor data quality was the major problem causing the increased number of holds
· Pilot participants pointed out that data quality did not drop because the pilot started and that something else was responsible for the large increase in held shipments 
· One potential cause was that FDA personnel in the pilot were not the normal officers responsible for working each port, who had become familiar with the products and data quality issues, and could manage the release process more efficiently
· Express companies are constantly trying to improve data quality, but they need specific information from FDA about what problems they are seeing so they can focus the effort with each customer to address data issues
· One IWG member is experiencing 100% manual review of every entry and reports very poor communications with FDA personnel
· Prior to launching a phase II of the pilot, the IWG recommends: 
· Involving the trade from the outset in the planning for the pilot
· Conducting table top exercises to educate pilot participants on the issues likely to be encountered at each port
· Relying more on FDA personnel familiar with the ports in the pilot
· Trade Facilitation Benchmarks

· FDA provided data for all of 2013 and first two months of FY14 showing the numbers of regulated products, the numbers of holds and the denied entries
· Concept of tracking these benchmarks is to identify problems that might  be occurring that create bottlenecks at the border

· Will help FDA understand more accurately where additional resources might be required 

· The data show that FDA regulated shipments average 2.5 million per month.  Only 25% receive an automated may proceed from PREDICT.  Of the 75% being held for some reason, less than .1% are ultimately denied entry.  

· FDA agrees the manual may proceed rate has to be reduced 
· The IWG noted that FDA has done an outstanding job implementing this recommendation from industry
· PREDICT Performance Evaluation

· Based on the trade facilitation data above, FDA is considering how to improve the performance of PREDICT 
· FDA considers the 25% automated may proceed rate as a floor – they want to focus on stopping the higher risk shipments and increasing the automated may proceed rate for lower risk
· Data being submitted by the trade ties into FDA data bases that could be out of date 
· FDA will provide additional data on the error rates to include specific flags for products being stopped – will focus on drugs and devices first, areas where they feel the best improvements in release time can be obtained in the near term
· The IWG pointed out that the fact that only 1-2 thousand shipments are being denied entry monthly, out of 2.5 million, indicates clearly that FDA-regulated products are on the whole highly compliant
· The agency therefore needs to adopt a better risk management process to separate the few non-compliant products from the large number of low risk shipments  
· One way to approach this problem that would produce a near term improvement would be to move more enforcement actions into the post release environment – correcting small data errors or providing a copy of a document are actions that could be conducted post release for low risk, highly compliant shippers
· Currently the PREDICT rules are clearly too restrictive in terms of the large number of compliant shipments the system is placing on hold – those rules need to be adjusted 
· The agency cannot be sure that even a big improvement in data quality would improve the automated release rate – other factors are at work 
· FDA needs to get the Centers involved in reviewing the PREDICT rules
· FDA also should attempt to improve port consistency - some ports manage the release process much more efficiently than others – we need to learn the best practices those ports are using and share them nationally  
· Trusted Trader Programs

· Secure Supply Chain Program - Center for Drug Evaluation and Research - FRN is out and FDA is processing applications - about 20 have been accepted – the agency wants a maximum of 100 for the pilot - participants' shipments will get expedited treatment 
· Foreign Supplier Verification Program – import operations – Mark FeDuke pointed out the need to protect DNB number so it is not misused - US agent now has new liabilities - definition of US owner is unclear – FDA is reviewing the comments they are receiving on FSVP and hopes to publish an updated rule in 2014
· VQIP Status

· June 2013 IWG letter to OMB probably did help get the draft rules issued for 3rd party validation

· ITACS Status – FDA is implementing an account based process - developing requirements with contractor - will deliver product in 2014 
III. Update on FDA participation in simplified entry and ITDS – the deadline for using ACE for all cargo release functions is 1 Nov 2015 – the IWG understands FDA is fully engaged in the development effort with CBP and has assigned sufficient resources to the work
IV. Formation of subgroups 

· The discussion today revealed indicated that it might be useful to form subgroups to focus on specific issues – the IWG will provide recommendations to the FDA on this subject

· We also discussed the feasibility of FDA creating a trade facilitation advisory committee – FDA will take this issue into consideration
V. The next IWG meeting will be in June 2014 

