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GMPs Checklist *                                               
(21 CFR Part 110)

Current Good Manufacturing Practice Y /  N

1. Has the food been manufactured under such conditions that it is fit for food? §110.5(a)(1)

2. Has the food been prepared, packed, or held under sanitary conditions whereby it 
may not have become contaminated with filth, or whereby it may not have been 
rendered injurious to health?

§110.5(a)(2)

Facility and Grounds
3. Are the grounds about your plant under your control kept in a condition that will 

protect against the contamination of food? §110.20(a)

4. Are areas within the vicinity of the plant kept free from litter and waste with grass 
and weeds trimmed? §110.20(a)(1)

5. Are roads, yards and parking lots maintained to prevent sources of contamination? §110.20(a)(2)

6. Is there adequate drainage of outside areas that may contribute to contamination? §110.20(a)(3)

7. Are systems for waste treatment and disposal operated in a manner to protect 
against contamination? §110.20(a)(4)

8. Are steps taken to prevent sources of food contamination from bordering grounds 
not under the control of the facility? §110.20(a)(4)(a)

9. Is there adequate lighting in all dressing and locker rooms and toilet areas? §110.20(b)(5)

10. Is there adequate lighting in all areas where food is processed, packed, or stored 
and where utensils and equipment are cleaned? §110.20(b)(5)

11. Are there safety-type light bulbs, fixtures, skylights, or other glass suspended over 
areas where food is exposed provided to protect against food contamination in 
case of glass breakage?

§110.20(b)(5)

12. Are the plant buildings and structures of suitable size, construction, and design to 
maintain sanitary operations and to produce safe food? §110.20(b)

13. Does the plant building(s) provide sufficient space for placement of equipment and 
storage of materials to permit maintenance of sanitary operations and production of 
safe food?

§110.20(b)(1)

14. Does the design of the plant permit the separation of operations in which 
contamination is likely to occur which may include a separation of operations by 
location, time, space, partition, air flow, or other effective means?

§110.20(b)(2)

15. Are there proper precautions to protect food in outdoor bulk fermentation vessels? §110.20(b)(3)

16. Are floors, walls and ceilings constructed to facilitate adequate cleaning and 
repair? §110.20(b)(4)

17. Does drip or condensate from fixtures, ducts and pipes cause or potentially cause 
contamination of food, food contact surfaces or food packaging materials? §110.20(b)(4)

18. Are aisles and working spaces unobstructed and of adequate width to permit 
employees to perform their jobs and protect against contamination? §110.20(b)(4)

19. Are buildings, physical facilities, fixtures, etc. maintained in a good state of repair? §110.35(a)

20. Is plumbing of adequate size and design to: carry sufficient quantities of water to 
required locations; properly convey sewage and liquid disposable waste from the 
plant; provide adequate floor drainage; and prevent backflow or cross connections 
between piping systems carrying fresh and waste water or sewage?

§110.37(b) 

21. Is sewage disposal made into an adequate sewage system or disposed of by other 
adequate means? §110.37(c)

22. Are rubbish and offal conveyed, stored, and disposed of in a proper manner? §110.37(f)

* This document is intended for use as an instructional guide only. The official regulations can be found in 21 CFR Part 110. 1
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23. Is the facility's water supply sufficient for the intended operations and from an 
adequate source? §110.37(a)

24. Is water used in processing food or cleaning equipment safe and of adequate 
sanitary quality? Is running water at suitable temperature and under pressure? §110.37(a)

25. Is reused water maintained to prevent the increase of contamination of food? §110.80(a)(1) 

26. Are there adequate, reasonably accessible toilet facilities? §110.37(d)

27. Are toilet facilities maintained in a sanitary condition and in good repair? §110.37(d)(1)(2)

28. Do toilet facilities have self closing doors? §110.37(d)(3)

29. Are doors to the toilet facilities designed not to open into areas where food is 
exposed to airborne contamination or have double doors or positive airflow 
systems?

§110.37(d)(4)

30. Are hand-washing facilities adequate, convenient, and furnished with running water 
at a suitable temperature? §110.37(e)(1)

31. Are hand-washing facilities furnished with adequate hand cleaning and sanitizing 
preparations? §110.37(e)(2)

32. Are hand-washing stations equipped with sanitary towel service or suitable drying 
service? §110.37(e)(3)

33. Are devices and fixtures in toilet facilities designed to protect against 
recontamination of clean, sanitized hands? §110.37(e)(4)

34. Are there readily understandable signs directing employees to wash and, where 
appropriate, sanitize their hands? §110.37(e)(5)

35. Are refuse receptacles constructed and maintained to protect against 
contamination of food? §110.37(e)(6)

36. Is there adequate screening or other protection against pests? §110.20(b)(7)

37. Are pests excluded from all areas of the food plant? §110.35(c)

38. Are effective measures taken to exclude pests from processing areas? §110.35(c)

39. Are there restrictions and precautions to insure that the use of insecticides and 
pesticides will not contaminate food, food product surfaces and food packaging 
material?

§110.35(c)

Personnel
40. Does management take all reasonable measures and precautions to ensure 

disease control through medical exam, observation, exclusion, and reporting? §110.10(a)

41. Are employees instructed to report health conditions that might contaminate food, 
food product surfaces or food packaging materials to their supervisor? §110.10(a)

42. Does management take all reasonable measures and precautions to ensure 
cleanliness through hygienic practices? §110.10(b)

43. Are employees trained to protect against contamination of food by properly wearing 
suitable outer garments, hair nets, beard coverings, etc.?

§110.10(b)(1) & 
(6)

44. Are employees trained to maintain adequate personal cleanliness? §110.10(b)(2)

45. Are employees trained to wash hands thoroughly before work and after each 
absence from their work station? §110.10(b)(3)

46. Are employees trained to remove unsecured jewelry and other objects that might 
fall into food? §110.10(b)(4)

47. Are gloves used for food handling made of an impermeable material and §110.10(b)(5)

* This document is intended for use as an instructional guide only. The official regulations can be found in 21 CFR Part 110. 2
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maintained in a clean sanitary condition?

48. Are employees trained to store clothing or other personal belongings away from 
areas where food is exposed or where equipment or utensils are washed? §110.10(b)(7)

49. Are employees trained to confine eating, drinking, gum chewing, and use of 
tobacco to areas where food is not exposed or equipment and utensils are not 
washed?

§110.10(b)(8)

50. Are employees trained to protect against contamination of food, food contact 
surfaces, or food packaging materials from microorganisms or other foreign 
substances?

§110.10(b)(9)

51. Do personnel responsible for identifying plant sanitation failures or food 
contamination have the combination of education and experience to produce clean, 
safe food?

§110.10(c) 

52. Do food handlers and supervisors have appropriate training in proper food handling 
techniques and food protection principles? §110.10(c)

53. Is the responsibility for assuring compliance by all personnel with the requirements 
of the GMP regulation clearly assigned to competent supervisory personnel?

§110.10(d) &
110.80

Equipment
54. Are all plant equipment and utensils designed to be adequately cleanable and 

properly maintained? §110.40(a)

55. Is equipment designed and constructed to preclude adulteration of food with: 
lubricants, fuel, metal fragments, and contaminated water? §110.40(a)

56. Has equipment been installed in a way that facilitates cleaning of equipment and 
adjacent spaces? §110.40(a)

57. Are food contact surfaces made of corrosion resistant and non-toxic material? §110.40(a)

58. Are all equipment and utensils properly maintained? §110.40(a)

59. Are holding, conveying and manufacturing systems designed in a way to be 
maintained in a sanitary condition? §110.40(d)

60. Are seams on food contact surfaces smoothly bonded or otherwise maintained to 
minimize growth of microorganisms or accumulation of dirt, food particles, etc.? §110.40(b)

61. Is equipment taken apart for thorough cleaning as necessary? §110.80(b)(1)

62. Are the non-food contact surfaces of equipment in the food handling are 
constructed that it can be kept in a clean condition? §110.40(c)

63. Are non-food-contact surfaces cleaned as often as necessary to protect against the 
contamination of food? §110.35(d)(3)

64. Are freezers and cold storage compartments fitted with appropriate temperature 
measuring and/or recording devices to accurately show the compartment 
temperature?

§110.40(e)

65. Are freezers and cold storage compartments fitted with automatic controls for 
regulating temperature or, in the case of manual operations, with an automatic 
alarm system to indicate a significant temperature change?

§110.40(e)

66. Are instruments and controls for measuring, regulating, or recording temperature, 
pH, water activity, acidity, etc. accurate (i.e. calibrated)? §110.40(f)

67. Are compressed air or other gases mechanically introduced into food or used to 
clean food contact surfaces or equipment treated to insure that food is not 
contaminated with unlawful food additives?

§110.40(g)

68. Are cleaning and sanitizing of utensils and equipment performed in a manner to §110.35(a)

* This document is intended for use as an instructional guide only. The official regulations can be found in 21 CFR Part 110. 3
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protect against contamination?

69. Are cleaning compounds and sanitizing agents free from microorganisms and safe 
for use? §110.35(b)(1) 

70. Are toxic cleaning compounds, sanitizing agents, and pesticide chemicals used, 
identified, held, and stored in a manner to protect against contamination of food, 
food contact surfaces, and food packaging materials?

§110.35(b)(2) 

71. Are food contact surfaces including utensils and equipment surfaces cleaned 
frequently to protect against contamination? §110.35(d) 

72. Are food contact surfaces used for manufacturing or holding low-moisture food dry 
and in a sanitary condition at the time of use? §110.35(d)(1)

73. In wet processing, are food contact surfaces cleaned and sanitized before use and 
after any interruption during which contamination could occur? §110.35(d)(2)

74. Are single-service items (paper cups, towels, etc.) stored, handled, and dispensed 
in an appropriate manner? §110.35(d)(4)

75. Are sanitizing agents safe and adequate under conditions of use? §110.35(d)(5)

76. Are cleaned and sanitized portable equipment with food contact surfaces and 
utensils stored in a manner that protects them from contamination? §110.35(e)

77. Is there adequate ventilation or control equipment to minimize odors and vapors? §110.20(b)(6)

78. Are fans and other air blowing equipment located in a manner to prevent 
contamination of food, food contact surfaces and food packaging materials? §110.20(b)(6)

Processes and Controls
79. Are operations conducted in accordance with adequate sanitation principles? §110.80 

80. Is there an appropriate quality control operation employed to ensure that food is 
suitable for human consumption and that food packaging material is safe and 
suitable?

§110.80 

81. Are all reasonable precautions taken to ensure that production procedures protect 
from contamination from any source?

§110.80 

82. Do raw materials or other ingredients contain levels of microorganisms that may 
produce food poisoning or other disease? §110.80(a)(2)

83. Are ingredients that contain microorganisms that may cause disease pasteurized 
or otherwise treated? §110.80(a)(2)

84. Are raw materials inspected, segregated or otherwise handled as necessary to 
ascertain that they are clean and ready for use? §110.80(a)(1) 

85. Is all adulterated food (within the meaning of the FD&C Act) either rejected or 
treated/processed to eliminate contamination? §110.80

86. Is appropriate chemical, microbial, or extraneous material testing conducted to 
identify sanitation failures or possible food contamination? §110.80

87. Are containers inspected to ensure they do not contribute to contamination? §110.80(a)(1)

88. Do raw materials and other ingredients comply with FDA regulations, guidelines, 
and action levels for poisonous or deleterious substances?

§110.80(a)(3) & 
(4)

89. Are raw materials and other ingredients, including rework, held in bulk or in 
containers designed to protect against contamination? §110.80(a)(5)

90. Are raw materials held at temperature and humidity levels that prevent food from 
being adulterated? §110.80(a)(5)

91. Are raw materials scheduled for rework identified as such? §110.80(a)(5)

* This document is intended for use as an instructional guide only. The official regulations can be found in 21 CFR Part 110. 4
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92. Are frozen raw materials and other ingredients kept frozen? §110.80(a)(6)

93. Is there careful monitoring of physical factors such as time, temperature, humidity, 
pH, pressure, and manufacturing operations such as freezing, dehydration, heat 
processing, etc.?

§110.80(b)(2) 

94. Are foods that can support the rapid growth of microorganisms held in a manner to 
prevent adulteration? §110.80(b)(3)

95. Are refrigerated foods kept at 45°F (7.2°C) or below as appropriate? §110.80(b)(3)

96. Are hot foods maintained at 140°F (60°C) or above? §110.80(b)(3)

97. Are acid or acidified foods held in hermitically sealed containers at ambient 
temperatures heat treated? §110.80(b)(3)

98. Are measures such as sterilizing, irradiating, pasteurizing, freezing, refrigerating, 
control of pH or water activity adequate to prevent the growth of undesirable 
microorganisms?

§110.80(b)(4) 

99. Is work in progress handled in a manner that protects against contamination? §110.80(b)(5)

100. Are effective measures taken to protect finished food from contamination by raw 
materials, other ingredients or refuse? §110.80(b)(6)

101. Are equipment, containers, and utensils used to process food constructed, 
handled, and maintained in a manner that protects against food contamination? §110.80(b)(7)

102 Are liquid or dry materials and other ingredients received and stored in bulk held in 
a manner to protect against contamination? §110.80(a)(7)

103. Are traps, sieves, metal detectors, magnets, etc. used to detect the inclusion of 
metal or other extraneous material? §110.80(b)(8)

104. Are food, raw materials and other ingredients that are adulterated disposed of in a 
manner to protect other food from contamination? §110.80(b)(9)

105. When reconditioning of adulterated food is done, is a proven effective method 
used? §110.80(b)(9) 

106. Is reconditioned food examined and found free of contamination before being 
incorporated with other food? §110.80(b)(9)

107. Are mechanical manufacturing steps performed so as to protect food from 
contamination? §110.80(b)(10)

108. Is heat blanching, when required, performed in an effective manner and washed, 
when required, with water of safe and adequate sanitary quality? §110.80(b)(11)

109. Are batters, breading, and other similar preparations treated or maintained in a 
manner that protects against contamination? §110.80(b)(12)

110. Are filling, assembling, and packaging operations protected against contamination 
by use of safe and suitable material for food containers and packaging materials? §110.80(b)(13)

111. Are critical control points identified and controlled for filling, assembling, and 
packaging operations? §110.80(b)(13)

112. Are foods that rely on the control of water activity preventing the growth of 
undesirable microorganisms processed and maintained at a safe moisture level? §110.80(b)(14)

113. Are foods that rely principally on the control of pH for preventing the growth of 
undesirable microorganisms monitored and maintained at pH 4.6 or below? §110.80(b)(15)

114. Has ice in contact with food been made from water that is safe and of adequate 
sanitary quality and manufactured in accordance with GMPs? §110.80(b)(16)

115. Are human food manufacturing areas or equipment not used for manufacturing 
nonhuman food-grade animal feed or inedible products unless contamination of the §110.80(b)(17)

* This document is intended for use as an instructional guide only. The official regulations can be found in 21 CFR Part 110. 5
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human food is not reasonably possible?
116. Is the storage and transportation of finished food under conditions that protect 

against physical, chemical, or microbial contamination? §110.93

117. Is food containing defects above current defect action levels mixed with other lots 
of food? §110.110(d)

118. Does the finished product contain natural or unavoidable defects at low, non-
hazardous levels? §110.110(a)

119. Have Good Manufacturing Practices been followed in producing the food? §110.110(c)

120. Has food containing defects above the current defect action level been mixed with 
another lot of food? §110.110(d)

* This document is intended for use as an instructional guide only. The official regulations can be found in 21 CFR Part 110. 6
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FSMA FACTS 

Final Rule on Preventive Controls for Human Food 

Summary 

The FDA Food Safety Modernization Act (FSMA) 
Preventive Controls for Human Food rule is 
now final, and compliance dates for some 
businesses begin in September 2016.  

This final rule is the product of an 
unprecedented level of outreach by the FDA to 
industry, consumer groups, the agency’s 
federal, state, local and tribal regulatory 
counterparts, academia and other 
stakeholders. This outreach began before the 
rule was proposed in January 2013. 

In response to input received during the 
comment period and during hundreds of 
engagements that included public meetings, 
webinars, listening sessions, and visits to farms 
and food facilities across the country, the FDA 
issued a supplemental notice of proposed 
rulemaking in September 2014. The proposed 
revisions were designed to make the originally 
proposed rule more practical, flexible, and 
effective for industry, while still advancing the 
FDA’s food safety goals. 

The final rule has elements of both the original 
and supplemental proposals, in addition to new 
requirements that are the outgrowth of public 
input received during the comment period for 
both proposals.  For example, flexibility has 
been built into key requirements, including 

control of the supply chain, and the definition 
of farms— which are exempt from these 
regulations— has significantly changed to 
reflect modern farming practices. 

Below are the key requirements and 
compliance dates. 

1. Covered facilities must establish and 
implement a food safety system that 
includes an analysis of hazards and risk-
based preventive controls. The rule sets 
requirements for a written food safety 
plan that includes: 

Hazard analysis: The first step is hazard 
identification, which must consider 
known or reasonably foreseeable 
biological, chemical, and physical 
hazards. These hazards could be present 
because they occur naturally, are 
unintentionally introduced, or are 
intentionally introduced for economic 
gain (if they affect the safety of the 
food). 

Preventive controls: These measures 
are required to ensure that hazards 
requiring a preventive control will be 
minimized or prevented. They include 
process, food allergen, and sanitation 
controls, as well as supply-chain 
controls and a recall plan.  
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Final Rule on Preventive Controls for Human Food 

Oversight and management of 
preventive controls. The final rule 
provides flexibility in the steps needed 
to ensure that preventive controls are 
effective and to correct problems that 
may arise. 

o Monitoring: These procedures are 
designed to provide assurance that 
preventive controls are consistently 
performed.  

Monitoring is conducted as 
appropriate to the preventive 
control. For example, monitoring of 
a heat process to kill pathogens 
would include actual temperature 
values and be more frequent than 
monitoring preventive maintenance 
activities used to minimize metal 
hazards, which could be a simple 
record of the date on which the 
activity took place.  

o Corrective actions and corrections: 
Corrections are steps taken to timely 
identify and correct a minor, 
isolated problem that occurs during 
food production. Corrective actions 
include actions to identify a problem 
with preventive control 
implementation, to reduce the 
likelihood the problem will recur, 
evaluate affected food for safety, 
and prevent it from entering 
commerce.  Corrective actions must 
be documented with records.  

o Verification: These activities are 
required to ensure that preventive 
controls are consistently 
implemented and effective. They 
include validating with scientific 
evidence that a preventive control is 
capable of effectively controlling an 
identified hazard;  calibration (or 
accuracy checks) of process 
monitoring and verification 
instruments such as thermometers, 
and reviewing records to verify that 
monitoring and corrective actions (if 
necessary) are being conducted. 

Product testing and environmental 
monitoring are possible verification 
activities but are only required as 
appropriate to the food, facility, 
nature of the preventive control, 
and the role of that control in the 
facility’s food safety system. 
Environmental monitoring generally 
would be required if contamination 
of a ready-to-eat food with an 
environmental pathogen is a hazard 
requiring a preventive control. 

2. The definition of a ‘farm’ is clarified to 
cover two types of farm operations. 
Operations defined as farms are not 
subject to the preventive controls rule.  

Primary Production Farm: This is an 
operation under one management in 
one general, but not necessarily 
contiguous, location devoted to the 
growing of crops, the harvesting of  
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crops, the raising of animals (including 
seafood), or any combination of these 
activities. This kind of farm can pack or 
hold raw agricultural commodities such 
as fresh produce and may conduct 
certain manufacturing/processing 
activities, such as dehydrating grapes to 
produce raisins and packaging and 
labeling raisins. 

The supplemental rule proposed, and 
the final rule includes, a change to 
expand the definition of “farm” to 
include packing or holding raw 
agricultural commodities (such as fresh 
produce) that are grown on a farm 
under a different ownership. The final 
rule also includes within the “farm” 
definition companies that solely harvest 
crops from farms. 

Secondary Activities Farm: This is an 
operation not located on the Primary 
Production Farm that is devoted to 
harvesting, packing and/or holding raw 
agricultural commodities. It must be 
majority owned by the Primary 
Production Farm that supplies the 
majority of the raw agricultural 
commodities harvested, packed, or held 
by the Secondary Activities Farm.  

This definition for a Secondary Activities 
Farm was provided, in part, so that 
farmers involved in certain formerly off-
farm packing now fit under the 
definition of “farm,” as the packing is 
still part of the farming operation. In  

 

addition to off-farm produce packing 
operations, another example of a 
Secondary Activities Farm could be an 
operation in which nuts are hulled and 
dehydrated by an operation not located 
at the orchard before going to a 
processing plant. If the farmer that 
owns the orchards and supplies the 
majority of the nuts is a majority owner 
of the hulling/dehydrating facility, that 
operation is a Secondary Activities 
Farm. 

Primary Production and Secondary 
Activities Farms conducting activities on 
produce covered by the Produce Safety 
Rule will be required to comply with 
that rule. 

3. Supply-chain program is more flexible, 
with separate compliance dates 
established. 

The rule mandates that a 
manufacturing/processing facility have a 
risk-based supply chain program for 
those raw material and other 
ingredients for which it has identified a 
hazard requiring a supply-chain applied 
control.  Manufacturing/processing 
facilities that control a hazard using 
preventive controls, or who follow 
requirements applicable when relying 
on a customer to controls hazards, do 
not need to have a supply-chain 
program for that hazard. 

 

Final Rule on Preventive Controls for Human Food 
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Final Rule on Preventive Controls for Human Food 

Covered food facilities are responsible 
for ensuring that these foods are 
received only from approved suppliers, 
or on a temporary basis from 
unapproved suppliers whose materials 
are subject to verification activities 
before being accepted for use. 
(Approved suppliers are those approved 
by the facility after a consideration of 
factors that include a hazard analysis of 
the food, the entity that will be 
controlling that hazard, and supplier 
performance.)  

A facility will not be required to 
implement a preventive control when 
an identified hazard will be controlled 
by a subsequent entity such as a 
customer or other processor. The 
facility will have to disclose that the 
food is “not processed to control 
(identified hazard)” and obtain written 
assurance from its customer regarding 
certain actions the customer agrees to 
take. 

Another entity in the supply chain, such 
as a broker or distributor, can conduct 
supplier verification activities, but the 
receiving facility must review and assess 
that entity’s documentation of the 
verification of control of the hazard. 

Separate compliance dates have been 
established for the supply-chain 
program provisions so that a food 
facility will not be required to comply 
with the supply-chain program  

 

provisions before its supplier is required 
to comply with the preventive controls 
for human food rule or the produce 
safety rule. 

4. Current Good Manufacturing Practices 
(CGMPs) are updated and clarified. 

The final rule does not include 
nonbinding provisions, which are more 
appropriate for guidance. 

Some of the previously nonbinding 
provisions, such as education and 
training, are now binding. 

o Management is required to ensure 
that all employees who 
manufacture, process, pack or hold 
food are qualified to perform their 
assigned duties. 

o Such employees must have the 
necessary combination of education, 
training, and/or experience 
necessary to manufacture, process, 
pack, or hold clean and safe food. 
Individuals must receive training in 
the principles of food hygiene and 
food safety, including the 
importance of employee health and 
hygiene.  

o Note that there are similar 
requirements related to preventive 
controls. 



U.S. Department of Health & Human Services/U.S. Food & Drug Administration  5 
 

 

Final Rule on Preventive Controls for Human Food 

The FDA’s longstanding position that 
CGMPs address allergen cross-contact is 
now explicit in the regulatory text. 

Compliance Dates 

Compliance dates for businesses are staggered 
over several years after publication of the final 
rule. 

Very small businesses (averaging less 
than $1 million per year (adjusted for 
inflation) in both annual sales of human 
food plus the market value of human 
food manufactured, processed, packed, 
or held without sale): Three years, 
except for records to support its status 
as a very small business (January 1, 
2016).    

Businesses subject to the Pasteurized 
Milk Ordinance (compliance dates 
extended to allow time for changes to 
the PMO safety standards that 
incorporate the requirements of this 
preventive controls rule): Three years 

Small businesses (a business with fewer 
than 500 full-time equivalent 
employees): Two years  

All other businesses: One year 

Compliance dates after publication of the final 
rule for the requirements of the supply chain 
program: 

Receiving facility is a small business 
and its supplier will not be subject to  

 

the human preventive controls rule or 
the produce safety rule: Two years 

Receiving facility is a small business 
and its supplier will be subject to the 
human preventive controls rule or the 
produce safety rule: Two years or six 
months after the supplier is required to 
comply with the applicable rule, 
whichever is later 

Receiving facility is not a small or very 
small business and its supplier will not 
be subject to the human preventive 
controls rule or the produce safety 
rule: 18 months 

Receiving facility is not a small or very 
small business and its supplier will be 
subject to the human preventive 
controls rule or the produce safety 
rule:  Six months after the supplier is 
required to comply with the applicable 
rule 

 
Assistance to Industry 

The FDA is developing several guidance 
documents on subjects that include: 

Hazard analysis and preventive controls, 

Environmental monitoring, 

Food allergen controls, 

Validation of process controls, 
 



U.S. Department of Health & Human Services/U.S. Food & Drug Administration  6 
 

 
 

A Small Entity Compliance Guide that 
explains the actions a small or very 
small business must take to comply with 
the rule. 

Plans for training and technical assistance are 
well under way. They include: 

Establishing a Food Safety Technical 
Assistance Network within the agency 
to provide a central source of 
information to support industry 
understanding and implementation of 
FSMA. 

Collaborating with the Food Safety 
Preventive Controls Alliance 
(http://www.iit.edu/ifsh/alliance/) to 
establish training and technical 
assistance programs. 

Partnering with the National Institute of 
Food and Agriculture in the U.S. 
Department of Agriculture to administer 
a grant program to provide technical 
assistance to small and mid-size farms 
and small food processors. 

 

 
 
 
 
 
 
 
 
 

 
 
 
 
 

Final Rule on Preventive Controls for Human Food 

More Information 

 
Federal Register 
www.regulations.gov  
 
FDA Food Safety Modernization Act 
www.fda.gov/fsma 
 
FDA’s FSMA Technical Assistance Network 
http://www.fda.gov/Food/GuidanceRegulation
/FSMA/ucm459719.htm 
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Employees must wash their hands and portions 

of their arms exposed directly to food 
 
 

 

 

Hand Washing Steps: 
 

   
1) Wet hands with warm water 2) Lather hands with soap for 

at least 20 seconds 
 

  
4) Rinse hands with warm water 5) Dry hands with single use paper 

towels or by use of a forced air 

hand drying device 

3) Scrub backs of hands, wrists, 

between fingers and under fingernails 
 

 
6) Turn off faucet with 

paper towel 

 

 
 

California Department of Public Health - Food and Drug Branch www.cdph.ca.gov/fdb 

Remember to wash your hands… 

Before: Starting work 

After:  Using the restroom 

Switching between raw 

and ready to eat food 

Eating or drinking 

Taking out the garbage 

Handling animals 

Sneezing or coughing 

Smoking 

Touching body, face or hair 

Mopping the floor 

Handling soiled equipment 

or utensils 

Any other activities that contaminate the hands 

http://www.cdph.ca.gov/fdb




 
 

Resource 5 
 
 
 





           GMP Additional Resources

1. California Food and Drug Branch – Industry Education and Training Unit
http://www.cdph.ca.gov/services/Pages/fdbETU.aspx

2. California Food and Drug Branch
http://www.cdph.ca.gov/FDB

3. California Food and Drug Branch – Food Industry Training Information
http://www.cdph.ca.gov/CAFoodTraining

4. US Food and Drug Administration
http://www.fda.gov/

5. FDA District Recall Coordinators
http://www.fda.gov/Safety/Recalls/IndustryGuidance/ucm129334.htm

6. FDA’s Reportable Food Registry
http://www.fda.gov/ReportableFoodRegistry

7. USDA (FSIS) 
http://www.fsis.usda.gov/

8. Center for Disease Control
http://www.cdc.gov/

9. Industry Guidance: Information on Recalls of FDA Regulated Products
http://www.fda.gov/Safety/Recalls/IndustryGuidance/default.htm

10.Recall policy – 21 CFR Recall Regulations Sec. 7.40  
http://edocket.access.gpo.gov/cfr_2004/aprqtr/21cfr7.40.htm

11.FDA – Guidance for Industry: Action Levels for Poisonous or Deleterious Substances in 
Human Food and Animal Feed
http://www.fda.gov/food/guidanceregulation/guidancedocumentsregulatoryinformation/chemica
lcontaminantsmetalsnaturaltoxinspesticides/ucm077969.htm

12.FDA – Defect Levels Handbook (natural or unavoidable defects in foods that present no health 
hazards for humans)
http://www.fda.gov/food/guidanceregulation/guidancedocumentsregulatoryinformation/sanitatio
ntransportation/ucm056174.htm

13.FDA – Model Food Code
http://www.fda.gov/Food/GuidanceRegulation/RetailFoodProtection/FoodCode/default.htm
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