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Comments from Wild Farm Alliance on on Subpart I— Standards Directed to  
Biological Soil Amendments of Animal Origin and Human Wastei in 

FDA’s Proposed Standards for Growing, Harvesting, Packing, and Holding of Produce for Human Consumption* 
 

What Congress Required FDA To Do: 
• Not “conflict with or duplicate the requirements of the National Organic Program established under the Organic 

Food Production Act of 1990…”  
• “Provide sufficient flexibility to be applicable to various types of entities engaged in production and harvesting of 

fruits and vegetables that are raw agricultural commodities, including small businesses and entities that sell 
directly to consumers, and be appropriate to the scale and diversity of the production and harvesting of such 
commodities” ; 

• Establish “minimum science-based standards for those types of fruits and vegetables, including specific mixes or 
categories of fruits or vegetables, that are raw agricultural commodities, based on known safety risks, which may 
include a history of foodborne illness outbreaks”; and   

• “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 environment agencies.” 

The proposed Subpart F—fails to meet the requirements of the Food Safety Modernization Act (FSMA) enacted by 
Congress. 
 
What is Wrong with the Proposed Rule 
IT DOES NOT: 

• base manure and compost standards on science 
• correlate with the National Organic Program (NOP) requirements  

o NOP 120 day waiting period between application of manure and harvest 
o NOP 45 day waiting period between application of compost and harvest 
o NOP does not require an insulation cover for compost 

 
FDA’s proposed standard for biological soil amendments fail to meet the requirements of FSMA because the standard 
directly conflicts with the requirements of the National Organic Program established under the Organic Food Production 
Act of 1990.  Congress was very clear in FSMA that nothing in the proposed Produce Rule should undermine organic 
production practices, yet FDA has ignored this mandate.   
 
The proposed standard conflicts with the “soil fertility and crop nutrient management practice standard” of National 
Organic Program (NOP) regulations With respect to manure, NOP allows farms to use raw manure fertilizer if it is 
applied 120 days before harvest if the crop’s edible portions come into contact with the soil directly.  In the proposed 
Produce Rule, FDA proposes a nine-month restriction. With respect to compost, NOP regulations do not set an interval 
between application of manure treated by a composting process that is consistent with NOP composting standards and 
harvest; FDA is proposing a 45-day restriction, and the NOP regulations do not require insulation of compost.  
 
Because the biological soil amendment standard requirements directly conflict with NOP regulations, the proposed 
standard fails to provide sufficient flexibility for various types of entities engaged in produce production and specifically, 
for certified organic producers. If FDA does not change these intervals to align with NOP requirements, then FDA will be 
actively discouraging farmers from becoming certified organic and risk undermining the ability of existing organic 
growers to stay certified.  
 
Additionally, FDA’s biological soil amendments standard fails to meet the FSMA requirements to be science-based.  
There has been very little research conducted on many of the topics related to the application waiting periods for raw 
manure and compost and there is not substantial evidence to make “science-based” standards.  In the preamble, FDA 
recognizes that “pathogen survival and die-off time in soils amended with raw manure are extremely varied” and that “it is 
unclear in the existing literature at what point the population is low enough to minimize the potential for contamination of 
covered produce”. Several of the references FDA cites for pathogens that are more commonly associated with fresh 
produce, such as E. coli O157 and Salmonella, are not applicable because abnormally high rates of pathogens were used 
in the studies, measurements of pathogen survival were made in manure not soil (when growers use manure, they 
incorporate it into soil), and sterile soil was used unlike typical soils that support diverse microorganisms antagonistic to 
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the pathogens. In our quick review of the literature, we found 10 studies where E. coli O157, Salmonella, Campylobacter 
and Listeria survived less than 120 day requirement of the NOP regulations. Part of FDA’s unjustified argument is based 
on their own acknowledgement that although pathogens such as Cryptosporidium, Giardia, and Ascaris (parasitic flat 
worms) usually are not present in the soil for more than a year, they are not commonly associated with fresh produce 
outbreaks. A study FDA cites that supports our stand for 120 day waiting period notes that with cycles of freezing and 
thawing pathogen survival is decreased significantly. FDA chose to justify the nine-month interval between the 
application of manure and harvest based on too few relevant studies and instead needs to conduct a comprehensive review 
of the literature.  For compost, it is not clear how the agency decided on the 45-day interval and how the literature cited 
supports this conclusion.  This is not an adequate scientific basis for the standard. 
 
It is not practical to apply insulation to compost, and doing so it could decrease the quality of the compost and increase the 
cost. In the preamble, the suggestion is made that adequate curing include proper insulation “usually consisting of around 
one foot thick of insulating material, e.g., hay, straw, finished compost.” During the curing process, which can take up to 
three months, the compost may need to be turned many times because the carbon dioxide could increase to unacceptable 
levels, or the compost could become too dry and require water be mixed into it. If a foot thick layer of hay or straw is on 
the compost that needs turning, it will change the C:N ratio of that turned product and require the whole pile/windrow to 
be re-composted. If the compost is recomposted, and then another insulation layer is reapplied during the curing process, 
the same problem could occur where the compost needs turning, leading to an unending situation of 
recomposting/insulating/turning. 
 
Additionally, in FDA’s Notice of Intent to Prepare an Environmental Impact Statement for the Proposed Rule, Standards 
for Growing, Harvesting, Packing, and Holding of Produce for Human Consumption, FDA acknowledges that the 
proposed biological soil amendment standard requirements as proposed “are expected to result in changes in current use 
of treated and untreated biological soil amendments of animal origin or potentially greater use of synthetic fertilizers” (78 
FR 50359).  The use biological soil amendments of animal origin is a foundational practice in sustainable production 
systems that aligns with existing conservation practices, and the proposed standards create a barrier to adoption of top-tier 
nutrient management and composting conservation standards.  These are significant concerns that point to the 
inappropriate nature of the standard and that must be addressed in the final rule. 
 
If You Care About Soil Health and Conservation, Send FDA Your Thoughts 
 
In the final Produce Rule, FDA must align its biological soil amendments of animal origin standards with the National 
Organic Program requirements and on-farm practices widely used in diversified, sustainable, and conservation-based 
production systems.  Specifically: 
 

• The interval between application of untreated manure and harvest should not exceed the intervals required by 
NOP.   

• For compost, there should be no interval between application and harvest if the compost is treated consistently 
with NOP or similarly rigorous composting standards.  

• To align with current best management practices, insulation of compost should not be required as part of an 
acceptable treatment process for compost. 

 
Customize your comment to your operation:  

• Do you use manure and compost?  
• Describe the impact this standard will have on you.  
• Are you concerned about the increased use of synthetic fertilizers in production? 

 
 
 

 
 
 
                                                
i This document was put together by the Wild Farm Alliance, drawing substantially from National Sustainable Agriculture Coalition’s materials.  


