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Guidance for IndustryD-fd-458a (Rev. 1/16)

Approval of an Alternative Cleaning and Sanitizing Schedule

1. Introduction: 
This guidance is intended for Food Processing Plants and Dairy Plants that wish to apply for approval of an Alternative Cleaning and Sanitizing Schedule to comply with ATCP 70.06 (7m) (b) for Food Processing Plants and ATCP 80.12 (7) (f) for Dairy Plants. Any facility that does not clean and sanitize all food contact surfaces of equipment and utensils after each day’s use (“after each day’s use” means every 24 hours) shall apply for an Alternative Cleaning and Sanitizing Schedule variance unless that facility is exempt under ATCP 70.06 (7) (d) for Food Processing Plants or ATCP 80.12 (7) (e) for Dairy Plants. 
When applying for an Alternative Cleaning and Sanitizing Schedule variance, a facility must complete form F-fd-458 (Application for Approval of an Alternative Cleaning and Sanitizing Schedule) and mail or e-mail the completed application with supporting documentation to: 
WDATCP-DFS
PO Box 8911
Madison, WI 53708-8911
ATTN: Food and Dairy Specialist
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Or DATCPDFSPlanReview@wisconsin.gov

2. Form F-fd-458
a. General Information about the Facility

Firm Name: Insert the full legal entity name or DBA name of the facility applying for an Alternative Cleaning and Sanitizing Schedule variance
New/Existing: If this is the first time a facility is applying for an Alternative Cleaning and Sanitizing Schedule variance check “New;” if the facility  already has a DATCP variance acceptance letter for an Alternative Cleaning and Sanitizing Schedule, check “Existing.”
Date of Last DATCP Inspection: Insert the date of the last DATCP Inspection from the header in form F-fd-002 -Food Processing Establishment Inspection Report for Food Processing Facility or form F-fd-009 Dairy Plant Inspection Report for Dairy Plants
License Number: Insert the facility’s license number -this can also be found on the inspection report or on current license
Physical Address: Insert the physical address of the facility
Mailing Address: Leave blank unless the facility’s mailing address is different from the physical address 
Primary Contact Name, Title, Contact E-mail, and Telephone Number: This is the person that DATCP should contact regarding questions related to the Alternative Cleaning and Sanitizing Schedule variance request

b. Variance Application Requirements
This section includes all information required for the DATCP Technical Specialist to review the Alternative Cleaning and Sanitizing Schedule variance request. Without submittal of all  information indicated in this section the DATCP technical specialist will not be able to adequately review the process which could lead to the Alternative Cleaning and Sanitizing Schedule variance request being denied or delayed. For each checklist item on the form, there is brief description of the documentation that the facility may provide to DATCP with the variance request. If at any time during this process there are questions, please contact the DATCP sanitarian for your facility. 
Types of food produced, including ingredients: Provide documentation that includes all food product(s) proposed to be produced on the extended run line, along with the ingredients in all affected products. Note: If your facility makes Grade A dairy products (such as bottled fluid milk, cottage cheese, sour cream, yogurt) indicate this in the documentation.
Intended use of finished food product: Provide documentation of what the finished product is being used for, such as ready-to-eat, ingredient, to be fully cooked by the consumer, etc. Also, include a description of how the finished product will be packaged, e.g. reduced oxygen packaging (ROP), air, canned, bulk tote, etc.
Proposed maximum time between complete cleaning and sanitizing cycles: Indicate in the documentation the maximum continuous run time the equipment will be used in production before receiving a full cleaning and sanitation step.
Identification of processing lines or equipment associated with the request: Indicate in the documentation which lines and equipment will be associated with the Alternative Cleaning and Sanitizing Schedule. 
Summary of cleaning procedures: Provide a clear and complete description of the alternative cleaning and sanitizing procedure, including methods used for cleaning and sanitizing equipment, frequency, materials, and relevant process parameters such as time and temperature. The description may include a flow diagram of the cleaning and sanitizing procedure. Generally, a facility will provide sanitation standard operating procedures or SSOP’s. Along with cleaning and sanitizing procedure documentation, include any pre-operational instructions, pre- or post-operational checklist, ATP or other swabbing procedures completed on equipment. Provide detailed documentation of the procedures along with a summary of results. 
What are the factors that support and maintain the process and product safety during the extended run:  Clearly describe which steps in the process make the product safe; that is, what prevents, eliminates, or reduces a food safety hazard to an acceptable level during the Alternative Cleaning and Sanitizing Schedule. Include the specification ranges for process parameter(s) that make the product safe. This can include pH, water activity, thermal process time and temperature, salt content, preservatives, or a combination of the factors. 
What is the science that supports those parameters: For the food safety parameters that address the safety of the product include a summary of scientific data with references that support the parameter in the product/process for control of food safety hazards. This can include a regulatory reference, peer reviewed literature, a written statement from a qualified expert or a challenge study. NOTE: When conducting trial use runs the manufacturing must also indicate the intended use of the product that will be used during the trial use run. For example: will the product be put on hold until trial use run is complete or will it be discarded? 
What are the monitoring procedures for the parameters identified above (pH, water activity, thermal process, etc.): This section can be summarized in a HACCP format or by addressing the last 4 items on lower left side of the form. Include: 
The specific critical food parameters (s): include the steps in the process where controls are applied to prevent, eliminate or reduce a food safety hazard to an acceptable level.   
The minimum or maximum values for the critical food safety parameters: include a maximum and/or minimum level that must be met to prevent, eliminate or reduce the occurrence of a food safety hazard to an acceptable level. 
Monitoring procedures and frequency (what, how, who and when): include procedures and frequencies of monitoring the food safety parameters(s), such as what will be monitored, how it will be monitored, who will monitor the parameter(s) and when or at what points in time the food safety parameters(s) will be monitored.
Specific corrective action plans: include a detailed description of a corrective action plan to be followed in the event a deviation occurs. 

Method and frequency to ensure accuracy of monitoring instrument(s): Describe how the instruments used to accurately control food safety parameters will be calibrated, verified or monitored to ensure they are always accurate.
Temperature of food ingredient storage, product preparation, and finished product storage: Identify the temperature of the ingredients during storage, the temperature throughout processing and the final storage temperature of the finished product.  
Process Flow Diagram for each product/process that identifies the steps applicable to extended run: Provide a process flow diagram that identifies each step throughout the process. Also include a description of what occurs at each step in the process. 
Hazard Analysis for each product/process that identifies the steps applicable to the extended run: Conduct a hazard analysis to identify all potential food safety hazards, which of the hazards are significant and the measures to control the significant hazards. There are five steps when conducting a hazard analysis:
1. List process steps
2. Identify potential food safety hazards
3. Determine if the hazard is significant
4. Justify the decision
5. Identify control measure(s)
Include any request to conduct trial runs that document the ability to maintain safe food during the extended run: If the facility requires time to conduct trial runs, challenge studies, or other methods to validate the process and ensure product safety during the Alternative Cleaning and Sanitizing Schedule, then include a detailed description of what will be validated and approximate time needed to conduct the study. 
Verification that equipment meets sanitary construction requirements: Clearly give a description of the affected processing equipment and utensils, including any continuously-operated equipment. The description shall identify sanitary design features that are relevant to the proposed cleaning and sanitizing procedure. 
c. Products exempt from an Alternative Cleaning and Sanitizing Schedule
ATCP 70.06 (7) (d) and ATCP 80.12 (7) (e) state that if equipment is exempt the “operator cleans and sanitizes the equipment according to manufacturer specification…” Ensure that if the facility is exempt, there is documentation from a manufacturer or a supplier that includes how often the equipment needs to be cleaned and sanitized and the methods for cleaning and sanitizing equipment. Equipment that is exempt according to ATCP 70, ATCP 80, and Exempt Extended Run Approved Processes Memo dated 12/10/2015 includes:
1. Drying equipment
2. Cloth – collector systems
3. Dry product equipment and storage containers
4. Equipment used in brining, aging, curing and dry product blending
5. Food contact surfaces of equipment used solely to process foods or food ingredients with low water activity (≤ 0.85), or foods which are considered non-PHF/non-TCS foods based on Table A or Table B in Wisconsin Administrative Code ATCP 75 Appendix, Wisconsin Food Code Potentially Hazardous Food (Time/Temperature Control for Safety Food), such as chocolate, fats and oils, liquid nutritive sweeteners, peanut butter, or similar foods.
6. Ice makers maintained in a cold/frozen state. A food processing plant operator shall clean and sanitize the ice maker in accordance with ice maker manufacturer instructions for cleaning, or shall clean and sanitize using a validated cleaning process.
7. Food contact surfaces of equipment used for brewing or fermentation of alcoholic beverages, such as brewing of beer or wine fermentation. A food processing plant operator shall clean and sanitize equipment used following each brewing or fermentation batch.
8. Surfaces of aseptic processing equipment that contact food after the food has been sterilized, as long as system sterility is maintained. If system sterility is lost, a food processing plant operator shall clean, sanitize and re-sterilize equipment
9. Equipment used for food fermentations, such as the manufacture of sauerkraut or cucumber pickles; development of one or more pure bacterial cultures, and development of starter cultures.  A food processing plant operator shall clean and sanitize all equipment following each fermentation batch.
10. Equipment used for processing of products with a natural pH ≤ 4.0   A food processing plant operator shall clean and sanitize all equipment at the end of a continuous* operation, not to exceed 30 days (720 hours).
11. Equipment used for maple syrup processing.  A food processing plant operator shall clean and sanitize all equipment at the end of a continuous* operation, not to exceed 40 days (960 hours).
12. Equipment used for bottled water processing.  A food processing plant operator shall clean and sanitize all equipment at the end of a continuous* operation, not to exceed 30 days (720 hours).
(*)  For interpretation purposes “continuous” means without interruption beyond 24 hours.  If a process stops after the initial 24 hours of continuous operation for a period longer than 30 minutes, the equipment involved in an extended run shall be taken out of service, dismantled if appropriate, and cleaned and sanitized.  
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