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Docket Clerk, FSIS

Room 2-2127

5601 Sunnyside Avenue

Beltsville, MD 20705
Email:  DraftValidationGuideComments@fsis.usda.gov

Re:  Comments - Draft Guidance on HACCP System Validation
Dear Mr. Almanza:

[Insert establishment name] respectfully submits these comments regarding the Draft Guidance on HACCP System Validation that were publically released on March 19, 2010.

Food safety has been a top priority for [insert establishment name] not only since the implementation of HACCP, but long before HACCP was implemented.  [Insert establishment name] is a [insert very small or small] family operated business in which our continued goal is to produce safe, high quality meat products for our consumers.  [Insert establishment name] has been operating under HACCP for [insert number] and has reassessed annually to address emerging food safety related concerns.
[Insert establishment name] is struggling to determine the existence of a clear food safety problem which this validation initiative will resolve.  [Insert establishment name]  is troubled that the USDA’s Food Safety and Inspection Service believes so strongly that the current HACCP system is so badly broken to such an extent that this type of focus on validation must occur,  especially given the fact that [insert establishment name] has been operating under HACCP for [insert number of years].  This initiative would push us back to the beginning without any clear and present need.  Furthermore, if [insert establishment name] collects all of this expected data, it is unknown what value any of this data would provide to make our meat products safer.

The overall purpose of HACCP was prevention of harmful pathogens that could potentially be associated with meat products.  It seems as though the Agency is continually reverting to excessive end product microbiological testing of meat products to control pathogens instead of relying on the established HACCP food safety systems.  HACCP is controlling the process rather than attempting to test safety into the system.  There are several well-recognized, long-standing processes and supporting documents which, when followed, result in the production of safe meat products.  These processes are found within:

· FSIS regulations
· FSIS Federal Register documents (e.g., FSIS Appendix A, FSIS Appendix B, etc.)
· Peer-reviewed scientific supporting documents
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[Insert establishment name] operates under a variety of HACCP plans.  Within this establishment we have the following HACCP plans:

[Insert the names of each individual HACCP plan]

With the exception of each of the slaughter HACCP plans, we produce a wide variety of fresh and processed meat products under the other HACCP plans.  The Agency should recognize this fact, since its inspection personnel are in this establishment daily.  In regards to this issue, we produce the following number of products within each HACCP plan:
[Insert the names of each individual HACCP plan and the amount of products that are produced within each HACCP plan that generally differ by species and/or process]

Since these new validation guidelines and scenarios are written so vaguely, it is difficult to determine what exactly will be accepted and what exactly will be expected from this establishment and each inspected establishment that makes up the meat industry.  Historically, guidelines are interpreted by each person differently.  This could potentially cause a huge problem for this establishment, as well as the inspection personnel assigned to this establishment.
The microbiological testing that may be potentially required by this validation initiative would be extremely costly to [insert establishment name].  This establishment has calculated some of the estimated costs associated with this initiative.  The initial validation will cost this establishment approximately [insert your estimated costs] and the ongoing costs are estimated to be approximately [insert your estimated costs] annually.  This is a huge financial burden for [insert establishment name].  No in-plant microbial data should be required to validate our processes and food safety systems in place at [insert establishment name].  No establishment, especially small and very small, should be forced to expend thousands of dollars to validate what has been so widely accepted for many years.
If this validation initiative goes through as it is currently presented, it will definitely make us reevaluate our future in the inspected meat industry and/or our survival as a business.  This initiative may systematically cause the remaining inspected (state and federal) independent processors that make a wide variety of meat products out of business.
We respectfully request that the Draft Guidance on HACCP System Validation be revised to clearly state that no in-plant microbial testing is required when an establishment is following the long-standing, safe processes of HACCP.
[Insert establishment name] appreciates the chance to comment on the Draft Guidance on HACCP System Validation.  Thank you for your time and consideration.    

Sincerely,

[Insert your signature and business title]
cc: 
[Your State Legislators- Congressmen and Senators]
[The Small Business Administration]
[Your State Farm Bureau]
[Your State Beef and Pork Council]
