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Establish critical limits (Principle 3)

A critical limit is a maximum and/or minimum value to which a biological, chemical or
physical parameter must be controlled at a CCP to prevent, eliminate or reduce to an
acceptable level the occurrence of a food safety hazard. A critical limit is used to
distinguish between safe and unsafe operating conditions at a CCP. Critical limits should
not be confused with operational limits which are established for reasons other than food
safety.

Each CCP will have one or more control measures to assure that the identified hazards
are prevented, eliminated or reduced to acceptable levels. Each control measure has one
or more associated critical limits. Critical limits may be based upon factors such as:
temperature, time, physical dimensions, humidity, moisture level, water activity (ay),
pH, titratable acidity, salt concentration, available chlorine, viscosity, preservatives, or
sensory information such as aroma and visual appearance. Critical limits must be
scientifically based. For each CCP, there is at least one criterion for food safety that is to
be met. An example of a criterion is a specific lethality of a cooking process such as a 5D
reduction in Salmonella. The critical limits and criteria for food safety may be derived
from sources such as regulatory standards and guidelines, literature surveys, experimental
results, and experts.




APPENDIX A

Examples of Common Prerequisite Programs

The production of safe food products requires that the HACCP system be built upon a
solid foundation of prerequisite programs. Each segment of the food industry must
provide the conditions necessary to protect food while it is under their control. This has
traditionally been accomplished through the application of cGMPs. These conditions and
practices are now considered to be prerequisite to the development and implementation of]
effective HACCP plans. Prerequisite programs provide the basic environmental and
operating conditions that are necessary for the production of safe, wholesome food.
Common prerequisite programs may include, but are not limited to:

Facilities.
The establishment should be located, constructed and maintained according to
sanitary design principles. There should be linear product flow and traffic control
to minimize cross-contamination from raw to cooked materials.

Supplier Control.
Each facility should assure that its suppliers have in place effective GMP and
food safety programs. These may be the subject of continuing supplier guarantee
and supplier HACCP system verification.

Specifications.
There should be written specifications for all ingredients, products, and packaging
materials.

Production Equipment.
All equipment should be constructed and installed according to sanitary design
principles. Preventive maintenance and calibration schedules should be
established and documented.

Cleaning and Sanitation.
All procedures for cleaning and sanitation of the equipment and the facility should
be written and followed. A master sanitation schedule should be in place.

Personal Hygiene.
All employees and other persons who enter the manufacturing plant should follow
the requirements for personal hygiene.

Training.
All employees should receive documented training in personal hygiene, GMP,
cleaning and sanitation procedures, personal safety, and their role in the HACCP
program.

Chemical Control.
Documented procedures must be in place to assure the segregation and proper use
of non-food chemicals in the plant. These include cleaning chemicals, fumigants,
and pesticides or baits used in or around the plant.

Receiving, Storage and Shipping.
All raw materials and products should be stored under sanitary conditions
and the proper environmental conditions such as temperature and humidity
to assure their safety and wholesomeness.




