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MEMORANDUM 

 
January 16, 2013 

 
BY ELECTRONIC MAIL 
 
FROM: Olsson Frank Weeda Terman Matz PC 
 
RE: FDA Proposed Rule on Standards for the Growing, Harvesting, Packing, and Holding of 

Produce for Human Consumption    
 
 
 The Food and Drug Administration (FDA) has released its proposed rule to implement the 
FDA Food Safety Modernization Act (FSMA, Pub. L. 111-353, 124 STAT. 3885) with respect to 
Standards for the Growing, Harvesting, Packing, and Holding of Produce for Human Consumption.1 
 

The proposed rule was published in the Federal Register today.   78 FED. REG. 3,504 (January 
16, 2013).  Comments on the proposed rules are due by May 16, 2013.  Comments on information 
collection provisions (i.e., recordkeeping) are due by February 15, 2013.  FDA specifically seeks 
comment on numerous provisions of the proposed rule; in fact, the entirety of the proposed rule is 
subject to comment and the lack of a specific request for comment should not be considered a reason 
for not commenting. 
 
 During the 120-day comment period, FDA plans to hold public meetings to explain the 
proposed rules and provide stakeholders with additional opportunities to provide input.  In addition, 
and after promulgation of a final rule, FDA is required to hold at least three public meetings, in 
geographically diverse areas of the country, to provide guidance on implementation of the final rule.  
In addition, FDA states that it will “soon issue” a proposed rule on foreign supplier verification by 

                                                 
1 The proposed rule is available at http://www.gpo.gov/fdsys/pkg/FR-2013-01-16/pdf/2013-00123.pdf.  This memorandum and the 
companion OFW Law memorandum on the other proposed rule, Current Good Manufacturing Practice and Hazard Analysis and Risk-
Based Preventive Controls for Human Food Proposed Rule, were originally issued Friday, January 11, 2013.  This memorandum now 
provides official citation to the Federal Register pages.  

http://www.gpo.gov/fdsys/pkg/FR-2013-01-16/pdf/2013-00123.pdf
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food importers, as well as proposed rules on preventive controls for animal feed and accreditation of 
third-party auditors.   
 
 This memorandum provides a summary of the proposed rule.2 
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2 21 U.S.C. § 419(c)(2)(a) permits a State or foreign government to petition FDA for a variance from any produce safety standard 
adopted.  The variance petition process is outside of the scope of this memorandum.   



 
 
 
January 16, 2013 
Page 3 
 
 
 
 

00315696-1 

 

               Dropped Covered Produce ......................................................................22 
               Food Packing and Packaging Material ...................................................22 
          Equipment, Tools, and Buildings.................................................................22 
               Design and Construction .........................................................................23 
               Pest Control .............................................................................................24 
               Toilet and Hand Washing Facilities ........................................................24 
               Records ...................................................................................................25 
          Special Requirements for Sprouts ................................................................25 
               General Requirements .............................................................................26 
          Recordkeeping .............................................................................................27 

 
STATUTORY AUTHORITY  
 

Section 105 of FSMA added a new section 419 to the Federal Food, Drug, and Cosmetic 
(FD&C) Act, Standards for Produce Safety.  That section required FDA to “publish a notice of 
proposed rulemaking to establish science-based minimum standards for the safe production and 
harvesting of those types of fruits and vegetables . . . that are raw agricultural commodities for which 
[FDA] has determined that such standards minimize the risk of serious adverse health consequences 
or death.”   

 
The Congress directed FDA to provide “sufficient flexibility to be applicable to various types 

of entities engaged in the production and harvesting of fruits and vegetables . . . including small 
businesses and entities that sell directly to consumers.”  Hazards both naturally occurring and 
unintentionally introduced were to be considered.  Specific standards were mandated related to soil 
amendments, hygiene, packaging, temperature controls, animals in the growing area, and water.  
Those standards are further described in this memorandum.  Requirements under this rulemaking 
were not to be in conflict with or duplicative of any requirement under the National Organic 
Program.  Any requirements were also to “take into consideration, consistent with ensuring 
enforceable public health protection, conservation and environmental practice standards and policies 
established by Federal natural resource conservation, wildlife conservation, and environmental 
agencies.”3  The agency asserts that the rulemaking is authorized by new section 419 and FD&C Act 
section 701(a), which provides for rulemaking authority for the “efficient enforcement” of the Act.4 

 
In addition, FDA asserts that the proposed rule is authorized under the Public Health Service 

(PHS) Act, which is generally regarded as granting FDA even broader authority than the FD&C Act.  
The PHS Act authorizes the Secretary of Health and Human Services (and, by delegation, FDA) to 
                                                 
3 FSMA section 105, codified at 21 U.S.C. § 419(a)(3)(A) - (E).  In addition, under section 419(a)(3)(C), FDA was directed in 
rulemaking to “consider hazards that . . . may be intentionally introduced, including by acts of terrorism.”  In the preamble to the 
proposed rule, FDA announced its intent to address intentionally introduced hazards by a separate rulemaking in consultation with the 
Department of Homeland Security.  Preamble, 78 FED. REG. at 3,518, col. 2 
4 Preamble, 78 FED. REG. at 3,520, col. 2. 
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make and enforce such regulations as “are necessary to prevent the introduction, transmission, or 
spread of communicable diseases from foreign countries into the States . . . or from one State . . . 
into any other State.”5  

 
FDA asserts in the preamble to the proposed rule that it has the authority to regulate solely 

intrastate commerce in covered products, in addition to interstate commerce.6 
 
FDA has preliminarily estimated the annual costs of the rule at over $630 million, but also 

estimated an associated annual benefit of over $1 billion from a reduction of 1.75 million avoided 
foodborne diseases incidents, for a total annual net benefit of over $400 million.  The full Analysis 
of Economic Impacts, which will be published simultaneously with the proposed rule, is outside the 
scope of this memorandum. 

 
INCLUSION IN, AND EXEMPTION FROM, PROPOSED RULE 

 
Included Produce  

 
Not all farms’ produce is covered by the proposed rule.  In the scope provisions of the 

proposed rule, FDA has provided a non-exhaustive list of covered produce and an “exhaustive” list 
of produce that is not covered.  The non-exhaustive list includes the following if they are “raw 
agricultural commodities” within the meaning of the FD&C Act:7 
  

                                                 
5 PHS Act section 361(a); 42 U.S.C. section 264(a); Preamble, 78 FED. REG. at 3,520, col. 2. 
6 Preamble, 78 FED. REG. at 3,521, col. 1. 
7 “The term ‘raw agricultural commodity’ means any food in its raw or natural state, including all fruits that are washed, colored, or 
otherwise treated in their unpeeled natural form prior to marketing.”  FD&C Act section 201(r); 21 U.S.C. § 321(r).  If the produce is 
not a “raw agricultural commodity,” e.g., if it has been transformed into fresh-cut fruits or vegetables, then it is outside of the scope of 
section 419 Produce Standards upon that cutting operation and subject to the companion proposed rule under FSMA section 418, 
Current Good Manufacturing Practice and Hazard Analysis and Risk-Based Preventive Controls for Human Food.  See the OFW Law 
companion memorandum of this same date. 
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almonds apples apricots aprium 
Asian pear avocados babaco bamboo shoots 
bananas Belgian endive blackberries blueberries 
broccoli cabbage cantaloupe carambola 
carrots cauliflower celery cherries 
Citrus  
(such as clementine, 
grapefruit, lemons, limes, 
mandarin, oranges, 
tangerines, tangors, and uniq 
fruit) 

cumbers curly endive garlic 

grapes green beans guava herbs (such as basil, chives, 
cilantro, mint, oregano, and 
parsley) 

honeydew kiwifruit lettuce mangos 
other melons (such as 
canary, crenshaw and persian) 

mushrooms nectarine onions 

papaya passion fruit peaches pears 
peas peppers (such as bell and 

hot) 
pineapple plums 

plumcot radish raspberries red currant 
scallions snow peas spinach sprouts (such as alfalfa and 

mung bean) 
strawberries summer squash (such as 

patty pan, yellow and 
zucchini) 

tomatoes Walnuts 

watercress watermelon8   
 

This is not intended to recite the entire panoply of produce.  There is a further proposed 
regulatory definition of “produce” which describes fruits and vegetables generally, and expressly 
includes fungi, peanuts, tree nuts, and herbs.9 

 
Produce Not Covered  

 
The “exhaustive” list of produce not covered is included because the following products are 

rarely consumed raw.  FDA has preliminarily determined that, as such, standards for these products 

                                                 
8 Proposed 21 C.F.R. § 112.1(b)(1) 
9   Produce means any fruit or vegetable (including mixes of intact fruits and vegetables) and includes mushrooms, sprouts 
(irrespective of seed source), peanuts, tree nuts and herbs.  A fruit is the edible reproductive body of a seed plant or tree nut (such as 
apple, orange and almond) such that fruit means the harvestable or harvested part of a plant developed from a flower. A vegetable is 
the edible part of an herbaceous plant (such as cabbage or potato) or fleshy fruiting body of a fungus (such as white button or shiitake) 
grown for an edible part such that vegetable means the harvestable or harvested part of any plant or fungus whose fruit, fleshy fruiting 
bodies, seeds, roots, tubers, bulbs, stems, leaves, or flower parts are used as food and includes mushrooms, sprouts, and herbs (such as 
basil or cilantro).  

Proposed 21 C.F.R. § 112.3(c) (excerpt). 
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are not required to “minimize the risk of serious adverse health consequences or death” because of 
final preparation by cooking.  The “exhaustive” list of produce not covered follows: 
   
arrowhead arrowroot artichokes asparagus 
beets black-eyed peas bok choy brussel sprouts 
chick-peas collard greens crabapples cranberries 
eggplant figs Ginger root kale 
kidney beans lentils Lima beans okra 
parsnips peanuts pinto beans plantains 
potatoes pumpkin rhubarb rutabaga 
sugarbeet sweet corn sweet potatoes taro 
turnips water chestnuts winter squash (acorn and 

butternut squash) 
yams10 

Grains Excluded  
 
Grains are not considered produce under the proposed rule.11 
 
Further Exclusions 

 
 In addition, produce raised by an individual for personal consumption, or raised on a farm for 
consumption on that farm or another farm under the same ownership are outside the definition of 
covered produce. 
 
 Exemption for Produce for Commercial Processing 
 
 Covered produce is eligible for an exemption if it is to receive commercial processing that 
adequately reduces the presence of microorganisms of public health significance.12  Such processing 
may be thermal processing, processing into an acidified food, processing pursuant to a validated 
Hazard Analysis and Critical Control Point (HACCP) plan under the Juice HACCP regulation, or 
refining or distillation.  Documentation regarding the recipient of the covered produce that is to 
perform the commercial processing must be maintained. 
 
 “Covered Farms” and “Farm Mixed-Type Facilities” 
 
 Generally, any farm or “farm mixed-type facility” that sold more than $25,000 worth of food 
annually (calculated on a 3-year rolling basis) is a “covered farm.”  A farm “mixed-type facility” 
engages in two types of activities:  activities that are exempt from registration under FD&C Act 
section 415 (i.e., farm activities in the growing and harvesting of produce), but also activities that 

                                                 
10 Proposed 21 C.F.R. § 112.2(a)(1) 
11 Proposed 21 C.F.R. § 112.3(c).   
12 Proposed 21 C.F.R. § 112.2(b). 
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require registration (e.g., packing or other handling of produce from other farms) under FD&C Act 
section 415.13  The farm portion of the operation would operate under the Produce Standards (as 
applicable) as finalized in this rulemaking.  The other portions of the operation related to food 
production would operate under the standards established by the companion rulemaking pursuant to 
FSMA section 418. 
 

Qualified Exemption for Certain Producers with Qualified End-Users 
 

Finally, there is a revocable qualified exemption for certain producers with “qualified end-
users.”  Producers that:   

 
• sold an average of less than $500,000 worth of food to all buyers (calculated on the 

three years preceding the applicable year), and  
• for which the dollar value of direct sales to “qualified end-users” exceed the dollar 

value of sales to all other customers,  
 
would be exempt from the rule, subject to certain labeling requirements and the continued 
jurisdiction of FDA to oversee the qualified exemption.14  The farm seeking the qualified exemption 
must ensure that the product provides the full name and business address of the farm where the 
produce is grown by label, or placard, signage, documents delivered contemporaneously with the 
produce, or by electronic notice for internet sales.15 

 
“Qualified end-users” are consumers, restaurants, and retail food establishments that are 

either within the same State as the farm or within 275 miles of the farm. 
 
A qualified exemption may be lost if there is an active investigation of a foodborne illness 

outbreak linked to the farm or if FDA otherwise determines that it is necessary to protect the public 
health and prevent or mitigate a foodborne disease outbreak based on condition at the farm with the 
qualified exemption.16  In other words, it appears that if FDA determines that a farm with a qualified 
exemption is linked with a foodborne disease outbreak and certain conditions appear associated with 
that outbreak, FDA could revoke the qualified exemption not only at the linked farm but also all 
other farms at which those same conditions appear.  The proposed rule also sets forth the procedural 
steps for a withdrawal order and any appeal from a withdrawal order.17 

 

                                                 
13 Proposed 21 C.F.R. § 112.3(c).   
14 Proposed 21 C.F.R. §§ 112.5 – 112.6. 
15 Proposed 21 C.F.R. § 112.6(b). 
16 Proposed 21 C.F.R. § 112.201. 
17 Proposed 21 C.F.R. §§ 112.203 – 112.211. 
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FDA Coverage Chart 
 
It should be kept in mind that only those farms with sales of under $25,000 annually are truly 

exempt from the standards established by regulation pursuant to FSMA (although even these farms 
remain subject to the FD&C Act’s general adulteration and misbranding provisions).  All other farms 
growing and harvesting covered produce will either have to abide by the standards set by this 
rulemaking pursuant to section 419, Standards for Produce Safety, or the facility registration 
established pursuant to FSMA section 415 and the standards developed for preventative controls 
under the companion rulemaking pursuant to section 418.   

 
FDA developed the following flowchart describing coverage of the subject produce and 

farms under the proposed rule: 

Proposed Standards for Produce Safety - Coverage and Exemptions/Exclusions for 
Proposed 21 PART 112 

Does your farm grow, harvest, pack or hold produce? 
Sections 112.1 and 112.3(c) 

YES 

 

NO  
You are NOT covered by 
this rule. 
  

Is your produce rarely consumed raw? Section 
112.2(a)(1)  

NO 

 

YES  This produce is NOT 
covered by this rule.  

Is your produce for personal/on-farm consumption? 
Section 112.2(a)(2)   

NO 

 

YES  This produce is NOT 
covered by this rule.  

Does your farm manufacture/process, pack, or hold 
produce that is not a Raw Agricultural Commodity YES  

Produce that is not a 
RAC 
is NOT covered by this 
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(RAC)? Section 112.2(a)(3)   

NO 

 

rule.  

Is your produce intended for commercial processing 
with a “kill step”?  
Section 112.2(b)(1) 

NO 

 

YES  

This produce is NOT 
covered by this rule, 
EXCEPT as per  
Sections 112.(b)(2) and 
(3) 
  

Does your farm on average (in the previous 3yrs)  
have < $25k annual food sales? Section 112.4(a)   

NO 

 

YES  You are NOT  
covered by this rule.  

Does your farm on average (in the previous 3yrs) as per 
Section 112.5:  

• have < $500k annual food sales, AND 
• a majority of the food (by value) sold directly to 

“qualified end-users”? 

“Qualified End-User” Section 112.3(c) means: 

• the consumer of the food (“consumer” is not a 
business) OR 

• a restaurant or retail food establishment that is 
located— 
(i) in the same State as the farm that produced 
the food; OR 
(ii) not more than 275 miles from such farm. 
  

YES  

You are EXEMPT from 
this rule except as per 
Section 112.6 
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NO 

 
                           You are COVERED by this rule.    
  
Source:  http://www.fda.gov/Food/FoodSafety/FSMA/ucm334554.htm#coverage.  
 
EFFECTIVE DATES AND COMPLIANCE DATES  
 
 The proposed rule would take effect 60 days after it is finalized, but there would be a 
staggered implementation schedule starting after the effective date for large operations:  
  

• For “large businesses” (over $500,000 annual sales), the compliance date would be two 
years after the effective date.   

• For “small businesses” (between $250,000 and $500,000 annual sales), the compliance date 
would be three years after the effective date.   

• For “very small businesses” (under $250,000 annual sales), the compliance date would be 
four years after the effective date.   

 
Water Quality Provisions  
 
The compliance dates for water quality requirements (discussed below) in proposed § 112.44 

and related provisions in §§ 112.45, 112.50(b)(5), 112.50(b)(6), and 112.50(b)(7) would be two 
years beyond the compliance date for the rest of the final rule applicable to the farm based on its 
size.  The extended compliance dates for the water quality testing, monitoring, and related record 
keeping requirements would then be:   
 

• For “large businesses” (over $500,000 annual sales), the water quality compliance date 
would be four years after the effective date.   

• For “small businesses” (between $250,000 and $500,000 annual sales), the water quality 
compliance date would be five years after the effective date.   

• For “very small businesses” (under $250,000 annual sales), the water quality compliance 
date would be six years after the effective date.   

 
FDA has not clearly stated how it would treat instances of failure to meet water quality 

standards prior to the effective date of those standards.  It is possible that the agency may consider 
instances of irrigation with contaminated water as a basis for deeming the produce “adulterated” 
regardless of the effective date of the water quality standards. 
 

http://www.fda.gov/Food/FoodSafety/FSMA/ucm334554.htm#coverage
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GENERAL DUTY AND SPECIFIC STANDARDS 
 
 The proposed rule sets both a general duty and specific standards in six areas: 
 

• Worker Training and Health and Hygiene 
• Agricultural Water 
• Biological Soil Amendments 
• Domesticated and Wild Animals  
• Equipment, Tools, and Buildings 
• Sprouts 

 
Sprouts are the only commodity for which special requirements are set. 
 
 General Duty Requirement – Biological Hazards Alone 
 
 The general duty contained in proposed section 112.11 would require operators of covered 
farms with covered produce to “take appropriate measures to minimize the risk of serious adverse 
health consequences or death . . . to prevent the introduction of known or reasonably foreseeable 
hazards into covered produce” and to provide “reasonable assurances” the produce is not adulterated 
because of those hazards.   
 

The “hazards” addressed by the proposed rule are solely biological hazards, i.e., pathogens.  
Most food safety plans address not only biological, but also chemical, physical, and radiological 
hazards as well.  FDA has tentatively concluded, however, that the dearth of incidents regarding 
these other hazards and existing standards (e.g., regulation of pest control substances by the 
Environmental Protection Agency) do not support the imposition of additional “science-based 
minimum standards for the safe production and harvesting” of covered produce.18 

 
Permitted Alternatives to Specific Requirements 
 
The proposed rule would permit establishment of certain alternatives for: 
  

• water testing and use of “agricultural water”19 for a direct water application (except for 
sprouts);  

                                                 
18 See Preamble, 78 FED. REG. at 3,524; proposed 21 C.F.R. § 112.3(c) (definitions) - “Hazard means any biological agent that is 
reasonably likely to cause illness or injury in the absence of its control.” 
19 “Agricultural water means water used in covered activities on covered produce where water is intended to, or is likely to, contact 
covered produce or food-contact surfaces, including water used in growing activities (including irrigation water applied using direct 
water application methods, water used for preparing crop sprays, and water used for growing sprouts) and in harvesting, packing, and 
holding activities (including water used for washing or cooling harvested produce and water used for preventing dehydration of 
covered produce).”  Proposed 21 C.F.R. § 112.3(c) (definitions). 
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• composting treatment processes;  
• minimum application intervals for an untreated biological soil amendment20 that is 

reasonably likely to contact covered produce;  
• use of a compost “agricultural tea” that contains composted “agricultural tea additives;21 and  
• the minimum application interval for a biological soil amendment of animal origin treated by 

a composting process when that biological soil amendment is likely to contact covered 
produce after application. 

 
Such alternatives would be accepted by the agency only if supported by scientific data that the 
alternative would provide the same level of public health protection, including meeting the same 
microbiological standards, if applicable.22  Documentation must be available to FDA upon request.  
FDA notes, however, that should any person subject to this rule develop a viable alternative, FDA 
intends to disclose the alternative in guidance to the entire industry.23 
 
 Specific Standards 
 

The proposed rule would establish new standards in the following areas: 
 

Worker Training and Heath and Hygiene  
 

The proposed rule would require producers to:   
 

• Establish qualification and training requirements for all personnel (including temporary, part 
time, seasonal, and contracted personnel)  who handle, i.e. come into contact with, covered 
produce or food-contact surfaces  

• Establish training requirements for their supervisors; 
• Document required training; and 

                                                 
20 “Biological soil amendment means any soil amendment containing biological materials such as humus, manure, non-fecal animal 
byproducts, peat moss, pre-consumer vegetative waste, sewage sludge biosolids, table waste, agricultural tea, or yard trimmings, alone 
or in combination.  

“Biological soil amendment of animal origin means a biological soil amendment which consists, in whole or in part, of materials of 
animal origin, such as manure or non-fecal animal byproducts, or table waste, alone or in combination. The term ‘biological soil 
amendment of animal origin’ does not include any form of human waste.”  Proposed 21 C.F.R. § 112.3(c) (definitions). 
21 “Agricultural tea means a water extract of biological materials (such as humus, manure, non-fecal animal byproducts, peat moss, 
pre-consumer vegetative waste, table waste, or yard trimmings), excluding any form of human waste, produced to transfer microbial 
biomass, fine particulate organic matter, and soluble chemical components into an aqueous phase. Agricultural teas are held for longer 
than one hour before application. 

“Agricultural tea additive means a nutrient source (such as molasses, yeast extract, or algal powder) added to agricultural tea to 
increase microbial biomass.”  Proposed 21 C.F.R. § 112.3(c) (definitions). 
22 Proposed 21 C.F.R. § 112.12.   
23 Preamble, 78 FED. REG. at 3,552 – 3,554.   
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• Establish hygienic practices and other measures needed to prevent persons from 
contaminating produce with microorganisms of public health significance. 

 
Training must be done in a manner easily understood by the employees and repeated as necessary.24 
 
 The required training would address the following areas: 
 

• Principles of food hygiene and food safety; 
• The importance of health and personal hygiene for all personnel and visitors, including 

recognizing symptoms of a health condition that is reasonably likely to result in 
contamination of covered produce or food-contact surfaces; and 

• FDA standards established in this rulemaking applicable to the employee’s responsibilities. 
 

Harvest personnel would also receive training that addresses the following: 
 

• Recognizing when covered produce should not be harvested because of contamination;  
• Inspecting harvest containers and equipment to ensure that they are functioning properly and 

clean; and  
• Correcting or reporting problems with harvest containers or equipment. 

 
At least one supervisor on each farm must have successfully completed food safety training under 
standardized curriculum recognized as adequate by FDA.25  Such food safety training courses have 
been used in the past by FDA in other regulated areas, such as the Seafood HACCP Regulation.  
Training courses with standardized curriculum are expected to be developed through a combination 
of business, academic, and governmental partnerships. 
 
 With respect to worker health and hygiene, covered farms would be required to have policies 
and practices in place to exclude any person from working in any operations that may result in 
contamination of covered produce or food-contact surfaces.  The proposed rule places the onus on 
the farm to determine whether a worker should be excluded by medical examination, the person’s 
acknowledgement, or observation.  The covered farm would also be required to instruct personnel to 
notify their supervisor if they have a health condition that could result in contamination of covered 
produce or food-contact surfaces.26   
  

                                                 
24 Proposed 21 C.F.R. § 112.21.   
25 Proposed 21 C.F.R. § 112.22. 
26 Proposed 21 C.F.R. § 112.31. 
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 Required hygienic practices for all personnel and visitors would include: 
 

• Maintaining “adequate” personal cleanliness; 
• Avoiding contact with animals other than working animals, and taking appropriate steps to 

minimize the likelihood of contamination of covered produce when in direct contact with 
working animals; 

• Washing hands thoroughly, including scrubbing with soap and running water, and drying 
hands thoroughly using single-service towels, clean cloth towels, sanitary towel service or 
other adequate hand drying devices: 

o Before starting work; 
o Before putting on gloves;  
o After using the toilet; 
o Upon return to the work station after any break; 
o As soon as practical after touching animals (including livestock and working 

animals), or any waste of animal origin; and 
o At any other time when the hands may have become contaminated. 

 
If gloves are used in handling covered produce or food-contact surfaces, the gloves must be 
maintained in an intact and sanitary condition, or replaced.27 
 

Agricultural Water 
 

Agricultural water would be defined as water that is intended to, or likely to, contact the 
harvestable portion of covered produce or food-contact surfaces.  The proposal would: 

 
• Require that all agricultural water be of safe and sanitary quality for its intended use;   
• Establish standards for inspection, maintenance, and follow-up actions related to the use of 

agricultural water, water sources, and water distribution systems associated with growing, 
harvesting, packing, and holding of covered produce;  

• Require treatment of agricultural water if the producer knows or has reason to believe that 
the water is not safe and of adequate sanitary quality for its intended use;  

• Require monitoring of such agricultural water treatment;  
• Include agricultural water standards used for certain specified purposes, including provisions 

requiring periodic analytical testing of such water and mandating certain actions to be taken 
when such water does not meet the quality standards; and  

• Require maintenance of records, including documentation of inspection findings, scientific 
data or information relied on to support the adequacy of water treatment methods, treatment 

                                                 
27 Proposed 21 C.F.R. § 112.32-.33. 
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monitoring results, water testing results, and scientific data or information relied on to 
support any permitted alternatives to requirements. 

 
At the Beginning of a Growing Season 

 
 At the beginning of a growing season, the proposed rule would require inspection of the 
entire agricultural water system under the farm’s control (including water source, water distribution 
system, facilities, and equipment), to identify conditions that are reasonably likely to introduce 
known or reasonably foreseeable hazards into or onto covered produce or food-contact surfaces.  The 
inspection would take into consideration the following: 
 

• Nature of each agricultural water source (e.g., ground water or surface water); 
• Extent of the farm’s control over each agricultural water source; 
• Degree of protection of each agricultural water source; 
• Use of adjacent or nearby land; and 
• Likelihood of introduction of known or reasonably foreseeable hazards to agricultural water 

by another user of agricultural water before the water reaches the covered farm.28 
 

Operation of the Agricultural Water System and Discontinuing Use 
 
 Agricultural water sources and distribution systems would be required to be maintained and 
inspected periodically.29   
 
 In the event it is determined, by water quality testing or otherwise, that the agricultural water 
is not safe and of adequate sanitary quality for its intended use, such use of that source and 
distribution system would be discontinued immediately.  The source and distribution system would 
not be used unless and until the source and distribution system was reinspected and found to provide 
agricultural water that is safe and of adequate sanitary quality for its intended use, or unless the 
water is treated to render it safe and sanitary for its intended use.30 
  

                                                 
28 Proposed 21 C.F.R. § 112.42(a). 
29 Proposed 21 C.F.R. § 112.42(b), (c). 
30 Proposed 21 C.F.R. § 112.42(d).  Although there is no explicit requirement that covered produce that has receive contaminated 
agricultural water be recalled, and the water quality standards will have compliance dates years after the rest of the regulation is in 
effect, FDA is very likely to take the position that any covered produce that received contaminated agricultural water was “prepared, 
packed or held under insanitary conditions whereby it may have become contaminated,” and therefore deemed “adulterated” under 
FD&C Act section 402(a)(4). 
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  Water Quality Standards 
 
 Agricultural water would be required to be tested using a quantitative, or “presence-absence” 
method of analysis to ensure that there is no detectable generic Escherichia coli (E. coli) in 100 
milliliters (mL) of agricultural water when it is: 
 

• Used as sprout irrigation water; 
• Applied in any manner that directly contacts covered produce during or after harvest 

activities (e.g., water that is applied to covered produce for washing or cooling activities, 
water that is applied to harvested crops to prevent dehydration before cooling), including 
when used to make ice that directly contacts covered produce during or after harvest 
activities; 

• Used to make a treated agricultural tea; 
• Used to contact food-contact surfaces, or to make ice that will contact food-contact surfaces; 

or 
• Used for washing hands during and after harvest activities.31 

 
Microbiological Limits During Growing Operations 

 
 Agricultural water used during growing activities for covered produce (other than sprouts) 
using a direct water application method would be required to be tested.  There is a proposed limit of 
235 colony forming units (CFU) (or most probable number (MPN), as appropriate) generic E. coli 
per 100 mL for any single sample or a rolling geometric mean (n=5) of more than 126 CFU (or 
MPN, as appropriate) per 100 mL of water.  If that limit were exceeded, the source of agricultural 
water and/or its distribution system would be discontinued for growing activities.32 
 
  Frequency of Agricultural Water Testing 
 
 Agricultural water would be subject to water quality testing requirements (discussed 
immediately above) at the beginning of each growing season, and every three months thereafter 
during the growing season, except that there is no requirement to test water when: 
 

• The farm receives water from a Public Water System, as defined under the Safe Drinking 
Water Act (SDWA) regulations, 40 CFR Part 141, that furnishes water that meets the 
microbial requirements under those regulations or under the regulations of a State approved 
to administer the SDWA public water supply program, and the farm has on hand Public 

                                                 
31 Proposed 21 C.F.R. § 112.44(a). 
32 Proposed 21 C.F.R. § 112.44(c). 
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Water System results or certificates of compliance that demonstrate that the water meets that 
requirement; 

• The farm receives water from a public water supply that furnishes water that meets the 
microbial requirement recited immediately above, and the farm has on hand public water 
system results or certificates of compliance that demonstrate that the water meets that 
requirement; or 

• The water is treated by the farm and that treatment is monitored to ensure that the 
agricultural water is safe and adequately sanitary for its intended use.33   

 
Untreated surface water used for the purposes recited above would have to be tested as 

specified in the following table set forth in the proposed rule:34 
 

If the untreated surface water is: Then you must test the untreated 
surface water: 

(1) From any source where a significant quantity of runoff is likely to drain 
into the source (for example, a river or natural lake) … 

At least every 7 days during the 
growing season 

(2) From any source where underground aquifer water is transferred to a 
surface water containment constructed and maintained in a manner that 
minimizes runoff drainage into the containment (for example, an on-farm 
man-made water reservoir) … 

At least once each month during the 
growing season 

 

 
 Water Used During Harvest, Packing, and Holding 
 

Agricultural water used in harvesting, packing, or holding would be required to be subject to 
water-change schedules for re-circulated water, to maintain adequate sanitary quality and minimize 
the potential for contamination of covered produce and food-contact surfaces.  Water quality would 
be visually monitored (including water used for washing covered produce in dump tanks, flumes, or 
wash tanks, and water used for cooling covered produce in hydrocoolers) for build-up of organic 
material.  The temperature of water would be monitored and appropriate for the commodity and 
operation (considering the time and depth of submersion), and adequate to minimize the potential for 
infiltration of microorganisms into covered produce.35 
  

                                                 
33 Proposed 21 C.F.R. § 112.45(a). 
34 Proposed 21 C.F.R. § 112.45(b). 
35 Proposed 21 C.F.R. § 112.46. 

 



 
 
 
January 16, 2013 
Page 18 
 
 
 
 

00315696-1 

 

 
Biological Soil Amendments 

 
The proposed rule would: 

 
• Establish requirements for determining the status of a biological soil amendment of animal 

origin as treated or untreated, and for their handling, conveying, and storing; 
• Prohibit the use of human waste for growing covered produce, except in compliance with 

Environmental Protection Agency regulations, or equivalent regulatory requirements for 
such uses; 

• Mandate treatment of biological soil amendments of animal origin with scientifically valid 
and controlled processes that satisfy specific microbial standards; 

• Establish application requirements and minimum application intervals for untreated and 
treated biological soil amendments of animal origin;  

• Require certain records, including documentation of application and harvest dates relevant to 
application intervals, documentation from suppliers of treated biological soil amendments of 
animal origin, and periodic test results. 

 
Microbial Standards for Biological Soil Amendment of Animal Origin 

 
For Listeria monocytogenes, Salmonella species, and E. coli O157:H7, the relevant standards 

for biological soil amendments of animal origin appear in the following table (set forth in the proposed rule) 
or in the standard that immediately below it:   
 

For the microorganism: The microbial standard is: 
(1) L. monocytogenes Not detected using a method that can detect one colony 

forming unit (CFU) per 5 gram analytical portion 
(2) Salmonella species Less than three most probable numbers (MPN) per 4 

grams of total solids (dry weight basis) 
(3) E. coli O157:H7 Less than 0.3 MPN per 1 gram analytical portion 

 

 
 
The alternative standard is less than three MPN Salmonella species per four grams of total solids (dry 
weight basis) and less than 1,000 MPN fecal coliforms per gram of total solids (dry weight basis).36 
 
 Validated controlled physical, chemical, or combination processes for biological soil 
amendments of animal origin that have been demonstrated to satisfy this microbial standard would 
be acceptable.  In addition, two specific composing processes would be acceptable:   
 

                                                 
36 Proposed 21 C.F.R. § 112.55. 
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• Static composting that maintains aerobic (i.e., oxygenated) conditions at a minimum of 
131°F (55 °C) for 3 days and is followed by adequate curing, which includes proper 
insulation; or  

• Turned composting that maintains aerobic conditions at a minimum of 131°F (55 °C) for 15 
days, with a minimum of five turnings, and is followed by adequate curing, which includes 
proper insulation. 

 
Alternative composting processes would also be acceptable, provided that the farm has documented 
scientific data demonstrating that the alternative process has been shown to have satisfied the 
applicable microbial standard (recited above). 
 
  Minimum Application Intervals for Biological Soil Amendments  

of Animal Origin 
 
 The proposed rule provides the following table specifying the minimum application intervals 
for biological soil amendments of animal origin:37 
 
 

If the biological soil amendment of 
animal origin is: 

Then the biological soil amendment of 
animal origin must be applied: 

And then the minimum 
application interval is: 

(1)(i) Untreated … In a manner that does not contact covered 
produce during application and minimizes 
the potential for contact with covered 
produce after application ... 

9 months 

(ii) Untreated … In a manner that does not contact covered 
produce during or after application ... 

0 days 

(2) Treated by a scientifically valid 
controlled physical or chemical 
process, or combination of 
scientifically valid controlled physical 
and chemical processes, in accordance 
with the requirements of 
§ 112.54(a) to meet the microbial 
standard in § 112.55(a) ... 

In any manner (i.e., no restrictions) ... 0 days 

(3) Treated by a scientifically valid 
controlled physical or chemical process, 
or combination of scientifically valid 
controlled physical and chemical 
processes, in 
accordance with the requirements of 
§ 112.54(b) to meet the microbial 
standard in § 112.55(b) ... 

In a manner that minimizes the potential for 
contact with covered produce during and 
after application ... 

0 days 

                                                 
37 Proposed 21 C.F.R. § 112.56(a). 
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(4)(i) Treated by a composting 
process in accordance with the 
requirements of § 112.54(c) to meet 
the microbial standard in § 112.55(b) 
... 

In a manner that minimizes the potential for 
contact with covered produce during and 
after application ... 

45 days 

(ii) Treated by a composting process 
in accordance with the requirements 
of § 112.54(c) to meet the microbial 
standard in § 112.55(b) ... 

In a manner that does not contact covered 
produce during or after application ... 

0 days 

 

 
Alternative application intervals could be established, provided that the farm has documented 
scientific data demonstrating that the alternative process has been shown to have satisfied the 
applicable microbial standard (recited above). 
 
  Records for Biological Soil Amendments of Animal Origin 
 

The following records would be required under the proposed rule for biological soil 
amendments of animal origin: 

 
• Documentation of the date of application of any untreated biological soil amendment of 

animal origin (including raw manure) or any biological soil amendment of animal origin 
treated by composting to a growing area and the date of harvest of covered produce from that 
growing area, except when covered produce does not contact the soil after application of the 
soil amendment; 

• For a treated biological soil amendment of animal origin received from a third party, 
documentation (such as a Certificate of Conformance) that: 

o The process used to treat the biological soil amendment of animal origin is a 
scientifically valid process that has been carried out with appropriate process 
monitoring; 

o The applicable treatment process is periodically verified through testing using a 
scientifically valid analytical method on an adequately representative sample to 
demonstrate that the process satisfies the applicable microbial standard, including the 
results of such periodic testing; and 

o The biological soil amendment of animal origin has been handled, conveyed and 
stored in a manner and location to minimize the risk of contamination by an untreated 
or in-process biological soil amendment of animal origin; 

• For a treated biological soil amendment of animal origin produced by a covered farm, 
documentation that process controls (e.g., time, temperature, and turnings) were achieved; 

• Scientific data or information relied upon to support any alternative composting process used 
to treat a biological soil amendment of animal origin; and 
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• Scientific data or information you relied upon to support any alternative minimum 
application interval.38 

 
Domesticated and Wild Animals 

 
Under the proposal, if animals are allowed to graze or are used as working animals in fields 

where covered produce is grown and under the circumstances there is a reasonable probability that 
grazing or working animals would contaminate covered produce, there would have to be, at a 
minimum, an adequate waiting period between grazing and harvesting for covered produce in any 
growing area that was grazed.  Although no waiting period is set forth in the text of the proposed 
rule, the preamble  does reference the 9-month waiting period after application of raw manure.39  If 
under the circumstances there is a reasonable probability that animal intrusion would contaminate 
covered produce, monitoring of those areas for evidence of animal intrusion would be required 
immediately prior to harvest and, as needed, during the growing season. 

 
The standards regarding domesticated and wild animals do not apply when a covered activity 

takes place in a fully enclosed building.40  Domesticated animals may be allowed in fully enclosed 
buildings if they are separated from covered produce and food contact surfaces by location, time, or 
partition.41 

 
If a farm grows both covered produce and produce not covered by the proposed rule (e.g., 

produce not customarily consumed raw or destined for commercial processing), the farm would be 
required to keep covered produce separate from excluded produce, and adequately clean and 
sanitize, as necessary, any food-contact surfaces that contact excluded produce before using such 
food-contact surfaces for covered activities on covered produce.42 

 
If animal intrusion is evident by observation of significant quantities of animals, animal 

excreta or crop destruction via grazing, whether the covered produce may be harvested would have to 
be evaluated and steps taken to identify and not harvest covered produce that is visibly contaminated with 
animal excreta.43 
  

                                                 
38 Proposed 21 C.F.R. § 112.60. 
39 Preamble, 78 FED. REG. at 3,587, col. 2. 
40 Proposed 21 C.F.R. § 112.81(b). 
41 Proposed 21 C.F.R. § 112.127(a)(2). 
42 Proposed 21 C.F.R. § 112.111. 
43 Proposed 21 C.F.R. § 112.112. 
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 Dropped Covered Produce 

The proposed rule would prohibit the distribution of dropped covered produce, unless exempted (e.g., 
by diversion to commercial processing).   “Dropped covered produce does not include root crops (such as 
carrots) that grow underground or crops (such as cantaloupe) that grow on the ground.”44 

 
Food Packing/Packaging Material 

 
 The proposed rule would require the use of food-packing material that is adequate for its 
intended use.  If food-packing material were to be reused, any food-contact surfaces would be 
required to be cleaned -- such as by cleaning and sanitizing, when necessary -- or a clean liner would 
be required to be used.45 

 
Equipment, Tools, and Buildings 

 
The proposed rule would: 

 
• Establish requirements related to equipment and tools that contact covered produce, 

instruments and controls (including equipment used in transport), buildings, domesticated 
animals in and around fully-enclosed buildings, pest control, hand-washing and toilet 
facilities, sewage, trash, plumbing, and animal excreta; and 

• Require certain records related to the date and method of cleaning and sanitizing equipment 
used in growing operations for sprouts, and in covered harvesting, packing, or holding 
activities.  

 
“Equipment and tools subject to the [proposed rule] are those that are intended to, or likely 

to, contact covered produce; and those instruments or controls used to measure, regulate, or record 
conditions to control or prevent the growth of undesirable microorganisms or other contamination.  
Examples include knives, implements, mechanical harvesters, waxing machinery, cooling equipment 
(including hydrocoolers), grading belts, sizing equipment, palletizing equipment, and equipment 
used to store or convey harvested covered produce (such as containers, bins, food-packing material, 
dump tanks, flumes, and vehicles or other equipment used for transport that are intended to, or likely 
to, contact covered produce).”46 
 
  

                                                 
44 Proposed 21 C.F.R. § 112.114. 
45 Proposed 21 C.F.R. § 112.116. 
46 Proposed 21 C.F.R. § 112.121. 
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 Buildings subject to the requirements of the proposed rule include “any fully or partially 
enclosed building used for covered activities, including minimal structures that have a roof but do 
not have any walls,” as well as “storage sheds, buildings, or other structures used to store food-
contact surfaces (such as harvest containers and food-packing materials).”47 
 
 Design and Construction 
 

Equipment and tools would be required to be of adequate design, construction, and 
workmanship to enable them to be adequately cleaned and properly maintained.  In addition, the 
proposed rule would require that equipment and tools be: 
 

• Installed and maintained to facilitate cleaning of the equipment and of all adjacent spaces, 
and 

• Stored and maintained to protect covered produce from being contaminated with known or 
reasonably foreseeable hazards and to prevent the equipment and tools from attracting and 
harboring pests. 

 
Seams on food-contact surfaces of equipment and tools would be required to be either 

smoothly bonded, or maintained to minimize accumulation of dirt, filth, food particles, and organic 
material, and thus to minimize the opportunity for harborage or growth of microorganisms.  All 
food-contact surfaces of equipment and tools used in covered activities would be required to be 
cleaned and sanitized as frequently as reasonably necessary to protect against contamination of 
covered produce.  Non-food-contact surfaces of equipment and tools used during harvesting, 
packing, and holding would be required to be cleaned as frequently as reasonably necessary to 
protect against contamination of covered produce. 
 
 Equipment, such as pallets, forklifts, tractors, and vehicles, that are intended to, or likely to, 
contact covered produce, would be required to be used in a manner that minimizes the potential for 
contamination of covered produce or food-contact surfaces with known or reasonably foreseeable 
hazards.48  This would include adequate cleaning of transport vehicles.49 
 
 Buildings would be required to be designed and constructed in manner that permits proper 
precautions to be taken to reduce the potential for contamination of covered produce, food-contact 
surfaces, or packing materials with known or reasonably foreseeable hazards. The potential for 
contamination would be reduced by effective design including the separation of operations in which 
contamination is likely to occur by location, time, partition, enclosed systems, or a combination of 
these or other effective means.  Floors, walls, ceilings, fixtures, ducts and pipes would be required to 
                                                 
47 Proposed 21 C.F.R. § 112.122. 
48 Proposed 21 C.F.R. § 112.123. 
49 Proposed 21 C.F.R. § 112.125. 
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be constructed in a manner so that they may be adequately cleaned and kept in good repair, and so 
that drip or condensate does not contaminate covered produce, food-contact surfaces, or packing 
materials.  Adequate drainage in all areas where normal operations release or discharge water or 
other liquid waste on the ground or floor of the building would also be required.50 
 
 Pest Control 
 
 Under the proposed rule, fully enclosed buildings would be required to have measures to 
exclude pests.  Partially enclosed buildings (including, apparently, packing sheds) would be required 
to “take measures to prevent pests from becoming established in your buildings (such as by use of 
screens or by monitoring for the presence of pests and removing them when present).”51 
 
 Toilet and Hand Washing Facilities 
 
 Toilet and hand washing facilities, both within buildings and in growing areas, are addressed 
together.  Toilet facilities would be required to be designed, located, and maintained to: 
 

• Prevent contamination with human waste of covered produce, food-contact surfaces, areas 
used for a covered activity, water sources, and water distribution systems; 

• Be directly accessible for servicing, be serviced and cleaned on a schedule sufficient to 
ensure suitability of use, and be kept supplied with toilet paper; and 

• Provide for the sanitary disposal of waste and toilet paper. 
 

Hand washing stations in sufficiently close proximity to toilet facilities would be required so 
as to make it practical for persons using the toilet facility to wash their hands.52  Hand washing 
stations would be required to have: 

 
• Soap (or other effective surfactant); 
• Running water that satisfies the water quality standard for agriculture water (i.e., no 

detectable generic E. coli in 100 mL); and 
• Adequate drying devices, such as single service towels, clean cloth towels or a sanitary towel 

service. 
 
The use of hand antiseptic/sanitizer or wipes as a substitute for soap and water would be prohibited.  
The proposed rule would also mandate appropriate disposal of waste (for example, waste water and 
used single-service towels) associated with a hand-washing facility, and measures to prevent waste 

                                                 
50 Proposed 21 C.F.R. §112.126. 
51 Proposed 21 C.F.R. §112.128. 
52 Proposed 21 C.F.R. §112.129. 
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water from a hand-washing facility from contaminating covered produce, food-contact surfaces, 
areas used for a covered activity, agricultural water sources, and agricultural water distribution 
systems.53  
 

The proposed rule would require appropriate disposal of sewage to prevent contamination of 
covered produce, food-contact surfaces, areas used for a covered activity, agricultural water sources, 
and agricultural water distribution systems.  Leaks would be required to be appropriately managed to 
prevent contamination and, after a significant event such as flooding or an earthquake that could 
negatively impact a sewage or septic system, the farm would be required to take appropriate steps to 
ensure that contamination does not occur or is remediated.54   

 
In general, waste treatment and disposal would be required to be managed in a manner so as 

not to constitute a potential source of contamination in areas used for a covered activity.55  Cross 
connection would be prohibited between piping systems that discharge waste water or sewage and 
piping systems that carry water used for a covered activity, for sanitary operations, or for use in 
hand-washing facilities.56 

 
Records 

 
 The proposed rule would require documentation of the date and method of cleaning and 
sanitizing of equipment used in covered harvesting, packing, or holding activities.57 
 

Special Requirements for Sprouts 
 

Among all commodities, sprouts are singled out for particular requirements.  Sprout 
producers would be required under the proposed rule to: 
 

• Establish measures that must be taken related to seeds or beans for sprouting; 
• Establish measures that must be taken for the growing, harvesting, packing, and holding of 

sprouts; 
• Test the growing environment for Listeria spp. or L. monocytogenes;  
• Test each production batch of spent irrigation water or sprouts for E. coli O157:H7 and 

Salmonella species and take appropriate follow-up actions; and 

                                                 
53 Proposed 21 C.F.R. § 112.130 
54 Proposed 21 C.F.R. § 112.131 
55 Proposed 21 C.F.R. § 112.132. 
56 Proposed 21 C.F.R. § 112.133. 
57 Proposed 21 C.F.R. § 112.140. 
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• Maintain certain records, including documentation of treatment of seeds or beans for 
sprouting, a written environmental monitoring plan and sampling plan, test results, and test 
methods used. 

 
General Requirements 

 
 Sprout producers would be required to take measures “reasonably necessary to prevent the 
introduction of known or reasonably foreseeable hazards.”  More specifically, if it is known or if 
there is reason to believe that a lot of seeds or beans have been associated with foodborne illness, use 
of that lot of seeds or beans to produce sprouts would be prohibited.   In addition, sprout producers 
would be required to visually examine seeds and beans, and packaging used to ship seeds or beans, 
for signs of potential contamination.58 
 
 Minimum measures are prescribed in the proposed rule.  Sprouts would be required to be 
grown, harvested, packed, and held in a fully-enclosed building.  Any food-contact surfaces used to 
grow, harvest, pack, or hold sprouts would be required to be cleaned and sanitized before contact 
with sprouts or seeds or beans used to grow sprouts.  Sprout producers would also be required to 
treat seeds or beans that will be used to grow sprouts using a scientifically valid method immediately 
before sprouting to reduce microorganisms, regardless of whether there was any prior treatment 
conducted by a grower, handler, or distributor of the seeds or beans.59 
 
 Sprout producers would be required to have a written environmental monitoring program for 
Listeria control.  The program would have to specify  
 

• Whether testing will be for Listeria species or L. monocytogenes; 
• The frequency of environmental samples, which must be no less than monthly; and 
• Sample collection sites.   

 
The number and location of sampling sites would have to be sufficient to determine whether 
measures are effective and would be required to include appropriate food-contact surfaces and non-
food-contact surfaces of equipment, and other surfaces within the growing, harvesting, packing, and 
holding environment.60 
 
  

                                                 
58 Proposed 21 C.F.R. § 112.141. 
59 Proposed 21 C.F.R. § 112.142. 
60 Proposed 21 C.F.R. §§ 112.143, 112.144, 112.145. 
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 If Listeria is detected in environmental testing or the growing, harvesting, packing, or 
holding area, the sprout producer would be required to:  
 

• Conduct additional testing of surfaces and areas surrounding the area where Listeria species 
or L. monocytogenes was detected to evaluate the extent of the problem, including the 
potential for Listeria species or L. monocytogenes to have become established in a niche; 

• Clean and sanitize the affected surfaces and surrounding areas; 
• Conduct additional microbial sampling and testing to determine whether the Listeria species 

or L. monocytogenes has been eliminated; 
• Conduct finished product testing when appropriate; and 
• Perform any other actions necessary to prevent reoccurrence of the contamination 

 
Sprout producers would also be required to test spent sprout irrigation water from each 

production batch of sprouts for E. coli O157:H7 and Salmonella species.  If testing spent sprout 
irrigation water is not practicable (e.g., for soil-grown sprouts), producers would be required to test 
each production batch of sprouts at the in-process stage (i.e., while sprouts are still growing) for E. 
coli O157:H7 and Salmonella species.61  The permitted test methodologies are set forth in the text of 
the proposed rule.62 

 
Recordkeeping 

 
 For all persons subject to the proposed rule, there are general recordkeeping requirements.  
All records under the proposed rule must, as applicable: 
 

• Include: 
o The name and location of the farm; 
o Actual values and observations obtained during monitoring; 
o An adequate description (such as the commodity name, or the specific variety or 

brand name of a commodity, and, when available, any lot number or other identifier) 
of covered produce applicable to the record; 

o The location of a growing area (for example, a specific field) or other area (for 
example, a specific packing shed) applicable to the record; and 

o The date and time of the activity documented; 
• Be created at the time an activity is performed or observed; 
• Be accurate, legible, and indelible; and 
• Be dated, and signed or initialed by the person who performed the activity documented.63 

                                                 
61 Proposed 21 C.F.R. § 112.146. 
62 Proposed 21 C.F.R. § 112.151. 
63 Proposed 21 C.F.R. § 112.161 
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Records would be required to be readily retrievable and, even if stored off-site, available 

within 24 hours of an FDA request.  The proposed rule would require records to be maintained for 
two years after the record was created or, if related to the general adequacy of the equipment or 
processes being used by a farm, including the results of scientific studies and evaluations, would 
require the record to be retained at the farm for at least 2 years after the use of such equipment or 
processes is discontinued.64 
 

*       *      *      *      * 
 
 We trust that this advice is useful.  If you have any questions, please contact David L. Durkin 
at 202-789-1212 or ddurkin@ofwlaw.com. 
 
OFW:lav 
 

 

                                                 
64 Proposed 21 C.F.R. §§ 112. 166, 112.162, 112.164. 
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