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April 1, 2010 

TO: Individuals WIShing to Comment on the Draft Qompliance Guide on HACCP Systems Validation 

RE: Talking Points on the Draft Compliance Guide on HACCP Systems Validation 
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Depending on how the draft compliance guide on HACCP systems validation is interpreted by the establishment 
owner and inspection personnel of the Food Safety arid Inspection Service (FSIS). this guidance information could 
potentially be devastating for the affected group of inspected (state and federal) independent very smaH and small 
processors. 

It Is STRONGLY advised that individuals take the' time to review the information provided and COMMENT 
appropriately. The following are some talking points thEli individuals could focus on: 

• 	 Currently. the Agency has not provided a dear and supportable case of the existence of a food safely 
problem which this validation initiative will resolve. The meat industry has been under HACCP for 
nearly 10 years and this initiative pushes the industry back to the beginning without any dear and 
present need 

• 	 The overall purpose of HACCP was prevention of harmful pathogens that could potentially be 
associated with meat products and the ~cy is continually reverting to excessive end produd 
microbiological testing of meat products to control pathogens instead of relying on the estabUshed 
HACCPfoodsafelysyRems 

• 	 The Agency is encouraging the enumeration of indicator organisms along with additional side-by-side 
pathogen positive/negative ,detection testing in which a supportable scientific correlation does not exist 
between indicator organisms and pathogens of concern. 

• 	 It is not appropriate for the Agency to ignore safe harbors that Include widely acceptable docunents 
(e.g., regulations. Federal Register documenl$. scientific literature. etc.) 

• 	 In-plant microbial sampling is going to be very1costly with the end result being of very little benefit to the 
industry or the Agency since the guidance material does not demonstrate true scientific validation 

• 	 The financial burden may cause many more V!!fY small and small independent processors to go out of 
business. significantly decrease the variety of products offer. and/or the consumer will end up paying 
the cost of this validation initiative as processors raise their prices to cover the cosHy microbiological 
testing of their products . 

• 	 Years ago, the regulations established that validation could be achieved where processes are well­
documented in the scientific literature and no in·plant microbial data should be required to validate 
processes and food safety systems 

• 	 Due to the fact that the industry lack other scientific validation literature and past experience in regards 
to other FSIS guidance documents. FSIS inspection personnel will utilize this guidance material as 
Agency minimum expectations for validation and guidance material will inadvertently be mandated as 
regulation 

i 
FSIS Administrator AI Almanza asks for comments on this draft validation compliance guide. Submit your comments 
to the email address DraltValdationGujdeCommerrts@fsis.usda.9gy or to the Docket Clerk. USDA. FSIS. Room 2­

. 2127.5601 Sunnyside Avenue. BeltsVl1le. MD 20705. ,Comments should be submitted by April 19, 2010. After April 
19th 

, FSIS will begin its review on the comments it receives and its process of deciding how it will proceed with 

respect to the validation of HACCP systems. 
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Graziano Brothers, Inc. 
Wholesale & Retail Italian Foods 

16O1 South Union Sf. 

Des Moines, IOwa 50315 


515-244-7103 Phone 
515-243-2228 Fax 
gbros@qwestoffice.net 

April 9.2010 

Mr. Tom Vilsack 
U.S. Depannent ofAgriculture 
1400 Independence Avenue, S.W. 

--- ··Washington;··DC'·20250 - -~'-- ­ --- -~--,--

Re: FSIS Draft Compliance Guide on HACCP Sys~ms Validation 

Dear Mr. Vilsack: 

Graziano Brothers Inc., respectfully submits serious concern regarding FSJS's (Food Safety and Inspection Service) 
recent Draft Compliance Guide for all HACCP approved plants throughout the nation. The compliance, once 
mandated, will require ALL processing plants (federal and state inspected) to be validated plants. In short, they are 
requiring the absolute impossible from processors, es~ciillly the small and very small plants. 

I 

As an Iowa native, I am sure you are aware of the small meat indUstries throughout the state. They are your local 
meat lackers, custom-plants, and processing plants such as oUt'S. I hope you are aware of our product, Graziano's 
famous Fresh ltalianSausage. We are a proud to service the Des Moines area and surrounding communities within 

. our state for 98 years. We also boast that our sausa.ge reaches most states in the United States once shipped by 
customers to their families who "can't live without our product". This says quite a bit about an Iowa-made product. 
But that can easily change......... . 

Enclosed you will find a copy of my petition sent to Mr. Almanza from the Department of FSIS. He has invited 
comments regarding this issue until April 19th, 2010.' TIME IS OF ESSENCE! Please review the letter along 
with a fact sheet provided by the American Association of Meat Processors. Hopefully this will provide some 
enlightenment on our predicament as well as others small plants within the state of Iowa. , 

J 
WE ARE IN DANGER OF CLOSING OUR BUSINESS due to the exorbitant and unjustified expense this will 
require. The proposed requirement will not produce any safer product than what is already provided. It is requiring 
an extra and expensive measure witltout proyiding justification for such stringent changes. 

Please belp us in our plight. If for any reason, to sustain the livelihood of small businesses, like ours, in the 
state of Iowa. Many ancillary businesses and workers are at stake as well. 

Respectfully subinitted, . 

" 

Fran<;:esGraziano. President 

Graziano Brothers. Inc. 
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