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PO Box 65029

716 Whitfield Street

Fayetteville, NC  28306-1029

Telephone  (910) 484-8999

Fax  (910) 484-0330
Fresh and Frozen Food Innovators


11.2 Construction of Premises and Equipment
	Title
	SQF Code Description
	Information Describing How Code Has Been Met
	Person Responsible 
	Documents
	Location of Documents

	11.2.1 – Premises and Equipment Maintenance

	11.2.1.1
	The methods and responsibility for the maintenance and repair of plant, equipment and buildings shall be documented, planned, and implemented in a manner that minimizes the risk of product, packaging, or equipment contamination.
	A documented planned maintenance schedule includes all plant and processing equipment. Maintenance requirements will be defined when commissioning new equipment. When new equipment is brought into the plant, it will be reviewed by Maintenance, operations, and QA to assure all guards are in place, proper LOTO is addressed for the equipment and it can be properly cleaned. Cleaning procedures as well as a PM schedule will be developed for the new equipment. In addition, any planned maintenance program, where there is a risk of product contamination by foreign bodies arising from equipment damage will be inspected at predetermined intervals, with inspection results documented and appropriate action taken. Compliance is based on SSOP inspections, work orders, corrective action reports and sanitation checks after maintenance reports that are documented.
	Maintenance Manager

QA Staff
	Preventative Maintenance Schedule and Checklist/Logs

(MA 5005 & MA 5012)
	Maintenance Office

	11.2.1.2
	Routine maintenance of plant and equipment shall be performed according to a maintenance-control schedule and recorded.

The maintenance schedule shall be prepared to cover building, equipment, and other areas of the premises critical to the maintenance of product safety and quality.
	A documented planned preventative maintenance schedule includes all plant and processing equipment. Maintenance and maintenance failures are covered at the monthly management review meeting. The preventative maintenance schedule covers all of the building equipment. The Monthly Plant Inspection covers the entire facility and the premises.
	Maintenance Manager
	PM Schedule

(MA 5005)

Maintenance Work Order

(MA 5003)


	Document Control

Maintenance Office

	11.2.1.3
	Failures of plant and equipment in any food processing, handling or storage area shall be documented, reviewed and their repair incorporated into the maintenance control schedule.
	All occurrences involving faulty equipment are documented and discussed during maintenance meetings.
	Maintenance Manager
	Maintenance Work Order (MA 5003)
	Document Control
Maintenance Office

	11.2.1.4
	Site supervisors shall be notified when maintenance or repairs are to be undertaken in any food handling or storage area. 
	Maintenance employees notify supervisors whenever a maintenance event is to take place in a food handling or storage area.
	Maintenance Manager
	Maintenance Shift Report (MA 5002)
	Document Control

	11.2.1.5
	The maintenance supervisor and the site supervisor shall be informed if any repairs or maintenance pose a potential threat to product safety (i.e. pieces of electrical wire, damaged light fittings, and loose overhead fittings). When possible, maintenance is to be conducted outside processing times.


	Maintenance and site supervisors are notified when repairs that pose a safety threat may take place. Any repairs that pose a possible safety threat are conducted outside of production times whenever possible.  If the risk of contamination is very high, then production is halted or moved to another location within the facility until risky repairs are completed.
	Maintenance Manager
	N/A
	N/A

	11.2.1.6
	Temporary repairs, where required, shall not pose a food safety risk, and shall be included in routine inspections (refer to 2.5.4.3) and the cleaning program. There shall be a plan in place to address the completion of temporary repairs to ensure they do not become permanent solutions
	Temporary repairs are only used during production hours. Maintenance employees replace all temporary parts after hours or during the weekend.
	Maintenance Manager
	Equipment Preventive Maintenance Schedule (MA 5005)
	Maintenance Office
Document Control

	11.2.1.7
	Food contact equipment and equipment located over product or product conveyors shall be lubricated with food grade lubricants and their use controlled to minimize the contamination of the product.
	Food grade lubricants are used in equipment that is located over product and in product conveyors. The food grade lubricants are kept stored securely. Maintenance does not use non-food grade lubricants.
	Maintenance Manger
	N/A
	N/A

	11.2.1.8
	Paint used in a food handling or contact zone shall be suitable for use and in good condition and shall not be used on any product contact surface
	Non-toxic paint is used in food handling areas if needed. No food contact surfaces are painted. Painting is performed on off-production shifts to avoid any possibility of contamination to products.
	Maintenance Manager
	N/A
	N/A

	11.2.2 – Maintenance staff and Contractors

	11.2.2.1
	Maintenance staff and contractors shall comply with the site’s personnel and process hygiene requirements (refer to 11.3).
	Maintenance is compliant with personnel and process hygiene requirements. The maintenance personnel are required to attend annual training that covers proper hygiene and food handling procedures. All visitors to the facility are required to read and sign a copy of GMP for visitors.
	Maintenance Manager

VP of FSQA


	Training Skills Register (SQF 2.9-C)

GMPs for Visitors (QA 1093)
	Document Control

	11.2.2.2
	All maintenance and other engineering contractors required to work on site shall be trained in the site’s food safety and hygiene procedures, or shall be escorted at all times, until their work is completed.
	All contractors required to work on site are given a copy of our food safety and hygiene requirements. All visitors and contractors are escorted by an employee at all times.
	VP of FSQA
Maintenance Manger
	GMPs for Visitors (QA 1093)
	Document Control

	11.2.2.3
	Maintenance staff and contractors shall remove all tools and debris from any maintenance activity once it has been completed and inform the area supervisor and maintenance supervisor so appropriate hygiene and sanitation can be completed and a pre-operational inspection conducted prior to the commencement of site operations.
	All tools are accounted for on the Maintenance Work Order Form and the Maintenance Shift Report Form.


	Maintenance Manager

	Maintenance Shift Report

(MA 5002)
	Document Control

	11.2.3 – Calibration

	11.2.3.1
	The methods and responsibility for the calibration and re-calibration of measuring, test and inspection equipment used for monitoring activities outlined in pre-requisite program, food safety plans and food quality plans and other process controls, or to demonstrate compliance with customer specifications shall be documented and implemented. Software used for such activities shall be validated as appropriate.
	All thermometers that are used to complete CCP Monitoring checks, regulatory or custom specification checks are identified in the calibration binder. All Scales used to weigh product for verification of the net weight of the product will be identified. The list of thermometers can be found on the Thermometer Calibration form. The outside contracted company performing the scale calibration supplies a document containing the serial number of the scale, calibration date and when the next calibration is due. NIST Traceable thermometers have the date of the next calibration due on the actual device and a certificate kept with the thermometer identifying when the next calibration is due. 

There are six water flow meters; kettle #100, #200, #300, #5, #6, #10, #12, #13, and also for the Bredo Likwifier that discharge water into the Kettles. These flow meters have been calibrated for accuracy and calibration documentation is kept on file.
	VP of FSQA

Maintenance Manager
	Calibration Binder

Calibration Forms

(QA 1092, 

QA 1031, 
QA 1009,

QA 1069)


	QA Office

	11.2.3.2
	Equipment shall be calibrated against national or international reference standards and methods or to accuracy appropriate to its use. In cases where standards are not available, the site shall provide evidence to support the calibration reference method applied.
	Thermometer calibration will be against a NIST Calibrated Thermometer which is certified yearly to NIST standards. Weights used to perform the yearly Scale checks will be certified against NIST standards.
	VP of FSQA


	Calibration SOPs

(QA 1092)
	QA Office

Document Controls



	11.2.3.3
	Calibration shall be performed according to regulatory requirements and/or to the equipment manufacturers recommended schedule.
	Thermometer calibration will be against a NIST Calibrated Thermometer which is certified yearly to NIST standards. Weights used to perform the yearly Scale check will be certified against NIST standards.
	VP of FSQA


	Calibration SOPs

(QA 1092)
	QA Office

Document Controls

	11.2.3.4
	Procedures shall be documented and implemented to address the disposition of potentially affected products should measuring, test and inspection equipment be found to be out of calibration state.
	Equipment found out of specification will be tagged and taken out of service and either repaired or replaced. After repair, the equipment will be calibrated to assure it is working properly. If replaced, the new equipment will be calibrated to assure accuracy. If product is suspected to be out of specification due to the out of spec equipment, it will be retained (On Hold) and re-inspected to ensure requirements have been met with corrective actions implemented if needed.
	VP of FSQA

QA Staff
	N/A
	N/A

	11.2.3.5
	Calibrated measuring, test and inspected equipment shall be protected from damage and unauthorized adjustment.
	Thermometers used for monitoring CCP’s will be calibrated daily based on the Kansas State University Study Thermometer Calibration program. All calibrations will be performed by trained employees only. Cooler and freezer thermometers or gauges are calibrated once per week by comparing the reading with a calibrated thermometer. Results are documented on the thermometer calibration log. Scales are certified by an outside contracted firm at least quarterly and checked daily against a test weight by a trained employee. Results of daily checks are documented on the Processing Rooms Scale Calibration form.
	VP of FSQA

QA Staff
	Calibration SOPs

(QA 1092)
	QA Office

Document Controls

	11.2.3.6
	Calibration records shall be maintained.
	All calibration records are maintained.
	VP of FSQA


	Calibration SOPs

(QA 1092)
	QA Office

	11.2.4 – Pest Prevention

	11.2.4.1
	A documented pest prevention program shall be effectively implemented. It shall:

(i) Describe the methods and responsibility for the development, implementation and maintenance of the pest and vermin management program; 

(ii) Record pest sightings and trends and the frequency of pest activity to target pesticide applications;

(iii) Outline the methods used to prevent pest problems; 

(iv) Outline the pest elimination methods; 

(v) Outline the frequency with which pest status is to be checked; 
(vi) Include the identification, location, number, and type of applied pest control/monitoring devices on a site map;
(vii) List the chemicals used. The chemicals are required to be approved by the relevant authority and their Safety Data Sheets (SDS) made available;
(viii) Outline the methods used to make staff aware of the bait control program and the measures to take when they come in contact with a bail station; 

(ix) Outline the requirements for staff awareness and training in the use of pest and vermin control chemicals and baits; and 

Measure the effectiveness of the program to verify the elimination of applicable pests.
	All areas of 11.2.11 are included in the pest control operator’s manuals and records.

GMP training includes awareness of pest control devices, baits and employee responsibility concerning contact with devices or bait.
	VP of FSQA

Pro-Chem PCO
	Pro-Chem Manuals and Records
	QA Office

	11.2.4.2
	Pest contractors shall be: 

(i) Licensed and approved by the local relevant authority;

(ii) Use only trained and qualified operators who comply with regulatory requirements;

(iii) Use only approved chemicals;

(iv) Provide a pest prevention plan (refer to 2.3.2.8) which will include and maintain a site map indicating the location of bait stations, traps, and other applicable pest control/monitoring devices;
(v) Report to a responsible authorized person on entering the premises and after the completion of inspections or treatments; and 

Provide a written report of their findings and the inspections and treatments applied.
	All requirements are met by the Pro-Chem PCO as indicated in their operational manuals.

The PCOs report to either the VP of FSQA or the VP of Operations to give a review of any treatments and findings as required.
	VP of FSQA

Pro-Chem PCO
	Pest Control Manuals and Records
	QA Office

	11.2.4.3
	Pest activity risks shall be analyzed and recorded. Inspections for pest activity shall be conducted on a regular basis by trained site personnel and the appropriate action taken if pests are present. Identified pest activity shall not present a risk of contamination to food products, raw materials, or packaging. 
Records of all pest control inspections and applications shall be maintained.


	Areas of high pest activity are taped off until a determination of the severity of the infestation can be conducted. 

Records of all pest control applications are maintained by Pro-Chem.
	VP of FSQA


	VCG SSOPs (QA 1049)
	Document Control

	11.2.4.4
	Food products, raw materials of packaging that are found to be contaminated by pest activity shall be effectively disposed of, and the pest infestation investigated and resolved. Records shall be kept of the disposal, investigation, and resolution.
	Per Vanguard’s SSOPs, any evidence of pest infestations requires that the product be destroyed. All documentation in regards to the effected product is maintained in the form of NCRs and CARs. 
	VP of FSQA

QA Staff
	VCG SSOPs (QA 1049)

Non-Conformance Report (QA 1078)

Corrective Action Report (QA 1079-
	Document Control

QA Office

	11.2.4.5
	Pesticides shall be clearly labeled and stored per 11.6.5 if kept- on site
	All chemicals are stored off-site, provided by pest control company as needed.
	N/A
	N/A
	N/A

	11.2.4.6
	No animals shall be permitted on-site in food handling and storage areas
	There are no animals allowed on site
	VP of FSQA


	N/A
	N/A

	11.2.5 – Cleaning and Sanitation

	11.2.5.1
	The methods and responsibility for the effective cleaning of the food handling and processing equipment and environment and storage areas shall be documented and implemented. Consideration shall be given to:

(i) What is to be cleaned;

(ii) How it is to be cleaned;

(iii) When it is to be cleaned;

(iv) Who is responsible for the cleaning;
(v) Validation of the cleaning procedures for food contact surfaces (including CIP);

(vi) Methods used to confirm the correct concentrations of detergents and sanitizers, and

(vii) The responsibility and methods used to verify the effectiveness of the cleaning and sanitation program.
	A SSOP program, consisting of the written SSOP, sanitation manual, and master sanitation schedule is available to describe the general details of what is to be cleaned and how it is to be inspected. The less than daily areas are documented on the Master Cleaning schedule. Detailed cleaning procedure includes:

(i) Responsibility for cleaning of equipment

(ii) Item or area to be cleaned

(iii) Frequency of cleaning

(iv) Method of cleaning, including dismantling of the equipment for cleaning purposes where required

(v) Cleaning materials to be used

(vi) Cleaning records and responsibility for verification – cleaning records are available as part of the pre-operational inspection and verification will be through microbiological testing.
(vii) We Do not use CIP
The cleanliness of equipment is checked before equipment is released back into production. The results of checks on cleaning, including visual, analytical, and microbiological checks, are recorded, and used to identify trends in cleaning performance and instigate improvements where required. Compliance is based on post operation by pre-operation by QA; Testing – Random Bioluminescence swabs are performed daily; microbial monitoring – Listeria on contact and environmental swabbing performed monthly. Sanitizer concentrations are confirmed by QA personnel using test strips three times per shift.
	VP of FSQA

Sanitation Staff


QA Staff
	SSOP Form

(QA 1021)

Master Sanitation Schedule

(QA 1017,

QA 1017-A,

QA 1018, 

QA 1048,

QA 1055,

QA 1070)

Sanitation Manual 

(QA 1049)

Pre-Operational Inspection

(QA 1024)


	QA Office

Document Controls

	11.2.5.2
	Detergents and sanitizers shall be suitable for use in a food manufacturing environment, labelled according to regulatory requirements, and purchased in accordance with applicable legislation. The organization shall ensure:

(i) The site maintains a list of chemicals approved for use;

(ii) An inventory of all chemicals purchased and used shall be maintained;
(iii) Detergents and sanitizers are stored as outlined in element 11.6.4;

(iv) Safety Data Sheets (SDS) are provided for all detergents and sanitizers purchased; and Only trained staff handles sanitizers and detergents.
	All chemicals used in the facility meet all regulatory requirements for use and are stored in a secure location. Requirements for purchase, use and storage include:

(i) Chemicals are approved for purchase by QA and operations. A list of approved chemicals is maintained in the SSOP binder.
(ii) An inventory of all chemicals is maintained on a monthly basis.

(iii) Chemicals will be securely stored at all times and entrance only by authorized personnel
(iv) SDS and technical data sheets shall be available for all chemicals

(v) Only trained employees will handle the chemicals
	VP of FSQA

Sanitation Supervisor
	Chemical Inventory
	Chemical Room
QA Office

	11.2.5.3
	Detergents and Sanitizers that have been mixed for use shall be correctly mixed according to manufacturer’s instructions, stored in containers that are suitable for use, and clearly identified, mixed concentrations shall be verified and records maintained.
	Mixing instruction are provided by manufacturers for all chemicals used at Vanguard. Trained employees ensure that proper concentrations are attained. Sanitation chemicals are tested for proper concentration multiple times per shift.
	VP of FSQA

QA Staff
	Dilution used Daily for Cleaner (QA 1066

Sanitizer concentration Verification (QA 1028) Sanidate 5.0 Concentration (QA 1134)
	Document Control

QA Office

	11.2.5.4
	Cleaning in place (CIP) systems where used shall not pose a chemical contamination risk to raw materials, ingredients, or product. CIP parameters critical to assuring effective cleaning shall be controlled so as not to interfere with manufacturing operations, equipment, or products. Racks and containers for storing cleaned utensils shall be provided as required.
	Vanguard does not utilize any equipment that requires a CIP system to clean and sanitize.
	N/A
	N/A
	N/a

	11.2.5.5
	Cleaning equipment, tools, racks, and other items used in support of the cleaning and sanitizing program shall be clearly identified, stored, and maintained in a manner that prevents contamination of processing areas, product handling equipment, and storage areas as well as the tools themselves.
	The cleaning equipment/tools/racks and other times are labeled in yellow. They are kept and maintained under lock and key in the chemical storage room to keep them from intermingling in other food processing areas. 
	
	Color Code chart
	Document control. 

	11.2.5.6
	Suitably equipped areas shall be designated for cleaning product containers, knives, cutting boards and other utensils and for cleaning of protective clothing used by staff. These cleaning operations shall be controlled so as not to interfere with manufacturing operations, equipment, or product. Racks and containers for storing cleaned utensils and protective clothing shall be provided as required.
	Product containers, knives, cutting boards and other utensils are cleaned as necessary in the Wash Room. This room is away from the production areas to not interfere with manufacturing operations, equipment, or product. Protective clothing is laundered by an outside contracted company. Dirty protective clothing is stored in a laundry bin until the contracted company comes to collect them for cleaning. Tables are supplied for storing cleaned utensils. There is a 3-sink system, wash, rinse, and sanitize.
	VP of FSQA

Sanitation Supervisor
	Master Sanitation Schedule

(QA 1017,

QA 1017-A,

QA 1018, 

QA 1048,

QA 1055,

QA 1070)
	Document Control

	11.2.5.7
	Pre-operational inspections shall be conducted following cleaning and sanitation operations to ensure food processing areas, product contact surfaces, equipment, staff amenities and sanitary facilities and other essential areas are clean before the commencement of production. Pre-operational inspections shall be conducted by qualified personnel.
	Pre-operational inspections are conducted daily before production commences.


	VP of FSQA

QA Staff
	Pre-operational Inspection

(QA 1024)
	QA Office

Document Controls

	11.2.5.8
	Staff amenities, sanitary facilities and other essential areas shall be inspected by qualified personnel to ensure the areas are clean, at a defined frequency.
	Staff facilities are maintained by housekeeping personnel. Housekeepers conduct frequent checks to ensure proper sanitation is maintained.
	VP of FSQA


	Housekeeping Checklist
(QA 1124)
	N/A

	11.2.5.9
	The responsibility and methods used to verify the effectiveness of the cleaning procedures shall be documented and implemented. A verification schedule shall be prepared.
A record of pre-operational hygiene inspections, cleaning and sanitation activities, and verification activities shall be maintained.
	The cleanliness of equipment is checked before equipment is released back into production. The results of checks on cleaning, including visual, analytical, and microbiological checks, are recorded, and used to identify trends in cleaning performance and instigate improvements where required. Compliance is based on post operation by sanitation; pre-operation by QA; Testing – Random Bioluminescence swabs are performed daily; microbial monitoring – Listeria on contact and environmental swabbing performed monthly.
Pre-operational inspection is completed daily before production starts. All records are maintained.
	VP of FSQA

QA Staff
	Pre-operational Inspection

(QA 1024)

ATP Bioluminescence Testing

(QA 1002)

Environmental Monitoring Program

(QA 1105)
	Document Controls

QA Office
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