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1.  
Purpose

Analyze the nature of the project to determine the risk level.  Identify steps required to manage construction and maintenance activities and maintain a sanitary plant environment during construction projects. Establish a Food Safety Construction Plan outlining steps to ensure proper management of construction and maintenance activities and verification of sanitary conditions prior to resumption of operations. Define key roles responsible for specific activities within the project scope.
2.
Scope

This policy applies to the removal, installation or infrastructure components that could negatively impact  
food safety.  


All projects will be reviewed to assess Food Safety risk and intervention requirements prior to
implementation.
Physical, chemical, and microbiological hazards should be considered.  
Considerations of how a project will affect the entire plant, particularly air, water and traffic routes, will be considered.

3.
Definitions

Work zones must be defined and segregated.  

Low risk projects can be controlled through preventive or general maintenance processes.  
This includes products or activities where precautionary safety processes exist and/or there is a 
proven history of success.  Special Cause Cleanup 
requirements should typically suffice.

Medium risk projects can be controlled through specific intervention and controls to prevent contamination. This includes activities in or near production environments where enhanced monitoring has not revealed any microbiological issues.  Depending upon circumstances this may include both pathogen swab data as well as indicator organism (yeast/mold, coliform, APC) results.   

High risk projects must be controlled through special intervention and controls to prevent 
contamination.  This includes activities in areas where microbiological issues are known to exist, 
or the potential risk of product contamination (safety or quality related) is elevated.  
The length of the project should also be taken into consideration, with longer projects being a higher risk because temporary structures are often more difficult to maintain effectively. Work zones must be defined and isolated from the rest of 
the facility.  An enhanced environmental monitoring plan must be developed and implemented.  
Negative pressure within the construction site should be established whenever possible.  
4.
Procedures

Before Construction

 
Quality team in coordination with the Outside Project Manager shall develop a written plan outlining controls and safeguards that will be implemented before, during and after construction activities.   (Reference SOPs)

An enhanced environmental monitoring plan shall be implemented to assess microbiological risk in the site, surrounding areas and traffic routes prior to starting the project. 
Monitoring shall incorporate zone 2, 3 and 4 locations as well as potential traffic routes and vectors. 
Swabs on incoming equipment are required.
New construction areas or areas that will undergo substantial reconstruction activities do not need to be swabbed upon arrival because extensive cleaning and validation will be performed before startup.

Additional precautions shall be taken if microbiological activity is identified.  


It is the responsibility of the Quality team to review the food safety construction plan with plant leaders incorporating feedback from sanitation, production, maintenance, and other plant or corporate functions.


Impact on customer ordering and scheduling shall be assessed and communicated prior to initialing the project.

Pre Construction
All contractor personnel shall be trained on Good Manufacturing Practices before beginning work. 
It is permissible for the Contractor’s owner or Project Manager to learn the Good Manufacturing Practices and train their personnel and sub-contractors as per unescorted guests prerequisite program. 

Traffic patterns for supplies, construction materials, waste, lunchroom, and toilet facilities must be established and clearly identified. The Project Manager shall ensure traffic routes are dedicated, appropriately cleaned and sanitized, and followed.  
Steps should be taken to prevent accumulation of humidity, dust, fumes, vapors or gases from construction sites. The condition of the site must not cause condensation on temporary walls or adjacent areas.

Exhausts from the construction site shall be blocked from other plant areas.  
Storage of idle equipment, contractor’s supplies, or other items should be minimized; if necessary covered and neatly stored off the ground.  

Equipment and tools will be cleaned and sanitized prior to entry into the completed facility. Swabs are to be taken of non-plant equipment that may be a vector (forklift, wheelbarrow, etc.) if equipment is entering the existing structure.  
Durable dust and watertight partitions shall be provided at all construction sites to prevent migration of contaminants such as dust, filth, debris and moisture from the construction to non-construction areas. Doors to areas with exposed product shall be provided with seals and shall be self-closing.

Plastic or polyethylene sheeting (i.e., Visqueen) can be punctured and is not considered a durable alternative in production environments. 

Long-term (>2 weeks) projects located in a function zone 3 should have a temporary solid-structure wall when possible. Wood should be avoided whenever possible.

Zone 3 projects less than 2 weeks should have triple layer plastic with metal studs or a solid-structure with triple layer plastic.

Long-term projects located in zone 4, should have a wall type that takes into consideration the length of the project, the type/amount of traffic and the type of work being done in the area.

Equipment that cannot be removed from the construction site shall be thoroughly covered during preconstruction and construction activities.
Double layers of plastic shall be used. Where possible tape shall be adhered to the plastic overwrap, not to the equipment. Any tape residue must be removed prior to resumption of production. 

During Construction
Production areas must be maintained in a sanitary condition to ensure products are manufactured in a Good Manufacturing Practice compliant environment. During construction, steps should be taken to ensure contaminants are kept out of the production environment. Equipment and handling devices that move between the construction site and the various locations in the facility (i.e. carts, pallets) shall only enter process and storage areas if they are cleaned and sanitized prior to entry.  

Devices dedicated to construction activities should not enter manufacturing areas during production periods. 
Wheels should be cleaned and sanitized on a routine basis throughout the project.  This should be done at a minimum of each shift but may be more often depending upon the project.  

All plant doors and entrances must:
· Remain closed when they are not in use.

· Form an adequate seal when closed.

· Not be left propped open or unattended. 

· Be repaired immediately if damaged.

All contractors must wear appropriate clean clothing, hair restraints and footwear as defined in the contractor briefing document when entering the production areas.  

Projects may require extra PPE to be worn by workers while on the construction site.

Contractors must put on new GMP PPE when entering or re-entering the facility.

Some projects may have a non-GMP area in the plant due to special construction activities.  In these circumstances, GMP apparel is still required when going through the plant when not in these construction areas.  Examples include:  roof work and drain work.

The site must be free of standing water.  Adequate exterior drainage or grading must be provided.

Wet-vacs may be used if they are equipped with a HEPA filter. The filter must be routinely visually inspected and secured. Wet-vacs used in high risk projects must be cleaned, sanitized, and swabbed before used again.

Water hoses shall not be used to clean the floor or equipment when product or packaging material is exposed due to the formation of aerosols. Cleaning shall be coordinated with plant sanitation and production staff.

Waste materials and rubbish shall be removed from the construction site on a minimum daily basis.
All waste containers taken through the plant must be covered and adhere to a designated traffic route.  
Material associated with microbiological issues shall be subject to special handling precautions prior to and during removal.
Coordinate with pest control service provider to ensure pest control is adequate during the construction process to limit pests access to the facility. 

Reaction plans should be developed by the quality team to address unanticipated breaches or changes to the plan.


After Construction
After the temporary partition is dismantled, all construction materials shall be removed and the entire area cleaned and sanitized without disrupting existing operations.
Waste should be double-bagged when removed from the facility, especially for high-risk projects.
Special cause cleanup shall be documented where applicable.
HVAC ductwork that was subjected or exposed to construction activities shall be thoroughly cleaned and sanitized.  
New refurbished or modified ductwork shall be cleaned and sanitized by a qualified contractor. 
Proper pressure and air balance must be verified prior to any manufacturing activities.
Prior to Start-Up
Prior to start-up, the sanitary condition of the site and all equipment must be verified.  This shall be documented through a checklist specific to each project and encompass the following elements:
· The manufacturing department, equipment and support areas shall be thoroughly 
inspected for sanitary operating conditions.  Findings shall be documented and 
subsequent corrective actions noted.  
· The manufacturing area and all equipment shall be subject to a full clean-up and 
a deep sanitizing treatment appropriate for the area as determined in the plan 
and verified at the conclusion of construction activities.  
· Effectiveness of clean-up and sanitary condition shall be verified by 
Microbiological monitoring.
· An enhanced monitoring plan shall be conducted in the post-construction area 
and surrounding locations.  Zones 2-4 shall be monitored. 
· HVAC ductwork subject to construction shall be monitored for positive pressure 
and Yeast & Mold at enhanced frequencies
The plant Quality Team shall provide approval to resume manufacturing activities after completion of the project.    

Projects involving water line modification: Water must be tested and confirmed to meet chemical and microbiological guidelines.  

Finished product will be monitored for foreign material during initial start-up activities.

Product samples will be monitored through microbiological testing.

Initial production will be held pending verification of acceptable results and then released by two members of the Quality Team.

5.  Documentation
A list of trained contractors shall be maintained; non-conforming contractors shall be identified and documented to prompt subsequent action.

The Construction Site plan and related documentation shall be readily available.

Special cause cleanup documentation following construction shall be available where applicable.
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