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From:
Christian Schlect, President, Northwest Horticultural Council
Thank you for this opportunity to provide comments on the important issue of food safety as related to fresh fruits and vegetables.  The Northwest Horticultural Council, based in Yakima, Washington, represents the apple, pear, and cherry growers and shippers of Idaho, Oregon, and Washington on policy issues arising at the federal and international levels.  Further information on the NHC and its work may be obtained off our website at www.nwhort.org. 

FDA Question 1. Should any future GAPs/GMPs Guide rank or prioritize among potential issues according to relative risk or importance? If yes, please offer suggestions of how that information could most effectively be presented in a way that does not detract from the broad scope of the current guidance.

    Issue 2: The GAPs/GMPs Guide tends to be arranged by issue area, while more recent industry commodity specific supply chain guidelines are divided according to where the commodity is within the supply chain (e.g., production, packing, distribution) and/or the chronological order of activities at each step.
NHC Comment:  No. The general guidance document is most useful if kept broad and simple. Ranking and prioritizing risks will add complexity without increasing ultimate margins of safety.  (While the prioritizing risk by individual commodity for reasons of FDA regulatory attention and enforcement is important, this should be done by a process other than that of a fixed GAPs/GMPs Guide.)
▬
FDA Question 2. How should the GAPs/GMPs Guide be organized to enhance its usefulness?

NHC Comment: While the present organization of the GAPs/GMPs guide is generally clear, FDA could enhance the usefulness of its advice by establishing a separate section with food safety information and advice solely addressed to growers as opposed to advice intended for all in the produce chain, including packing houses.  “I am a produce grower, what does FDA suggest I do in terms of food safety?”
▬

FDA Question 3. While the GAPs/GMPs Guide has been generally accepted and widely adopted, we know that there are entities in the fresh produce industry that are not aware of it. What measures can be taken, and by whom, to expand awareness by the fresh produce industry of the GAPs/GMPs Guide?

 NHC Comment:   Awareness can be expanded by FDA sending knowledgeable food safety experts to present information to the various local, state, regional, and national meetings and conventions of the fruit and vegetable fruit industry; by written articles placed in various produce industry publications; and the development by FDA of practical and easy to implement examples of actions to be taken by a grower or packer to comply with specifics of the guide.

▬
FDA Question 4. How should the GAPs/GMPs Guide be modified to motivate all operations to implement? Please include information on economic impact.

NHC Comment:  The guide should not be modified just to motivate implementation.  Our growers and shippers have a present duty under law to deliver a safe produce item to the marketplace. Even absent the law, they have every business and personal motive to supply safe fruit to consumers.  A guide is a guide. If the federal government wants a legally enforceable regulation, then it should go through the process to secure one.

▬
FDA Question 5. Can the GAPs/GMPs Guide be applied equally to, and implemented by, domestic and foreign growers and packers? If not, should the GAPs/GMPs Guide be revised to incorporate additional options or special considerations (e.g., utilizing draft animals for agricultural tasks) for application and implementation? Please explain.

NHC Comment:  The guide should be one for basic food safety. If it is, then it should apply to all producers, large or small, foreign or domestic.

▬
FDA Question 6. Is there a need for additional guidance to assist an operator in determining which provisions of the Current Good Manufacturing Practice regulations in part 110 (21 CFR part 110) (e.g., post-harvest water quality, disease control, cleanliness, and supervision) could be implemented voluntarily for operations that currently are excluded under Sec.  110.19? If so, which ones?

    Issue 3: Written food safety plans, sanitation standard operating procedures (SSOPs), standard operating procedures (SOPs), and monitoring records serve as useful tools for both industry and regulators. Such records assist operators to conduct operations in a manner that enhances the safety of fresh produce. For growers, an assessment of factors such as the field environment and agricultural inputs contributes to the development of written food safety plans and SOPs, and also helps to determine which factors should be monitored and the frequency of such monitoring. (The use of the term ``assessment'' refers to an evaluation conducted by, or on behalf of, a grower or operator to identify measures to enhance food safety.)

    Written food safety plans, SOPs, SSOPs, and monitoring records also assist regulators to verify consistent and long-term implementation of certain practices. On-site inspections, either alone or in conjunction with records review, are another approach to such verification. (The use of the term ``inspection'' refers to an evaluation conducted by, or on behalf of, a regulator to evaluate whether operations comply with applicable guidance or regulations. The term ``audit'' refers to a self or third party evaluation of whether operations are consistent with voluntary guidelines and written food safety plans or SSOPs developed by the grower, operator, or buyer.)

NHC Comment:   No. However, fresh-cut operations such as bagged salad or sliced apples, if now excluded by Sec. 110.19 (a) from the coverage of Sec. 110 should be brought within the Agency’s regulatory scheme.

▬
FDA Question 7.  Should the GAPs/GMPs Guide recommend that growers and/or other relevant operations develop a written food safety plan, written SOPs, and/or written SSOPs? If so, please describe the types of information or recommendations that you believe would be helpful.

 NHC Comment:   No. Many produce operations are family farms. They have no “Food Safety Department.”  Requiring a bureaucratic written food safety plan would be expensive and, in the end, not apt to increase food safety in the practical world in which these people work. Would the federal government enforce such a requirement with its food safety police force? Would FDA send a farmer to jail for lack of a written plan?

 ▬
FDA Question 8. Records can be divided into the following two broad groups: (1) Records to facilitate traceback, and (2) non-traceback or operational records. Does the GAPs/GMPs Guide provide sufficient recommendations regarding record keeping? If not, please describe what would be most helpful and why, e.g., information about the record keeping regulation (21 CFR 1 subpart J), guidance on what makes a ``good'' record, guidance on periodic record review and verification, and required or recommended record retention times. What types of monitoring records or other documentation would be most useful to industry and regulators?

NHC Comment:  Yes.  However, it should be noted that uniform recordkeeping systems for trackback for fresh produce are in the process of being developed by the private sector, primarily by a special task force of the United Fresh Produce Association and the Produce Marketing Association.  Yet, even give this broad initiative, it is not certain that any new system is needed for our part of the produce industry, where means for traceback of commercial cartons of tree fruit to the first shipper are now in place.
▬
FDA Question 9. The recent produce safety initiatives concerning leafy greens and tomatoes (Refs. 5 and 6) have highlighted the importance of performing environmental assessments (e.g., assessing water source  quality, water distribution systems, animal presence, and other risk factors that may be associated with the production environment) before planting, throughout production, and prior to harvest. Would it be useful to enhance coverage of these concepts in the GAPs/GMPs Guide? If yes, please describe.

NHC Comment:   No. Detailed environmental assessments are best left to individual commodities and regions.

▬
FDA Question 10. Several newer produce safety programs, such as the California Leafy Green Products Handler Marketing Agreement (Ref. 8), incorporate recommendations (or requirements) for microbial testing.  Does the information on microbial testing in the GAPs/GMPs Guide provide sufficient information to assist operators in designing a meaningful and cost effective testing program? If not, please describe what types of additional information would be most useful, such as how and where microbial testing might best be used to achieve food safety objectives, e.g., building a history of agricultural water quality, making best management decisions, verifying food safety operations.

NHC Comment:  Yes.  Microbial testing information should be left to the individual commodities that have identifiable problems associated with microbial hazards as opposed to being included in a general FDA guidance document.
▬
FDA Question 11. Some comments submitted in connection with the 2007 public hearings expressed concerns that field management activities intended to minimize microbial hazards, such as removing vegetation to reduce animal harborage near the production field, could have a negative, albeit unintended, impact on the environment and water sheds, among other areas. What data support these concerns? Could/should the GAPs/GMPs Guide do more to identify, address, and possibly mitigate unintended environmental consequences of food safety measures?

 NHC Comment:  FDA should not be in the business of giving environmental advice. This being said, FDA should be extremely cautious when suggesting or mandating a safety standard that runs counter to a healthy countryside for both people and wild animals.

▬

FDA Question 12.  Are there existing regulatory requirements at the Federal, State, or local level that act as a disincentive (or as an incentive) for growers or other operators to implement agricultural or  manufacturing practices that should be taken into consideration when updating this guidance to reduce the risk of microbial contamination of fresh produce? If yes, please identify and explain.

NHC Comment:  Yes.  For example, habitat requirements of the federal Endangered Species Act.

▬
CES
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