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Draft Guidance Published

• Draft Guidance for Industry: Standards for the 

Growing, Harvesting, Packing, and Holding of 

Produce for Human Consumption

– Published in Federal Register on October 22, 2018

– Comments can be submitted until April 22, 2019

– At-a-glance overviews are available for each of the nine 

chapters
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Subpart A – General Provisions

• § 112.2(b)(2) and (3) – disclosures and written assurance for 

produce going to commercial processing

– To qualify for the commercial processing exemption, you must disclose, 

in documents accompanying the produce, in accordance with the 

practice of the trade, that the food is “not processed to adequately 

reduce the presence of microorganisms of public health significance.” 

(21 CFR 112.2(b)(2)) – page 14 gives examples

– (page 14) FDA intends to exercise enforcement discretion regarding 

written assurance from your customers
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Subpart C – Personnel 

Qualifications and Training

• Who does have to be qualified and trained in accordance with 

§ 112.21(a) and (b)?

– (Page 26) “All personnel who handle covered produce or food contact 

surfaces, or who are engaged in the supervision thereof”

– (Page 39) “Personnel can include full-time, part-time, contracted, and 

seasonal personnel; volunteers; and paid or unpaid interns at your facility.”

• Who does not have to be qualified and trained in accordance with 

§ 112.21(a) and (b)?

– (Page 27) those with “duties that do not involve contact with covered produce 

or food contact surfaces (e.g., removing trash, sweeping floors, maintaining 

restrooms, maintaining or repairing non-food contact surfaces of equipment, 

pest control, or operating forklifts and tractors)”
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Subpart C – Personnel 

Qualifications and Training

• §§ 112.21(a) and (b) and 112.30

– (Page 38) “If you employ contracted personnel, and you 

choose to rely on the training the contracted company (or 

a third-party service provider) provides, you should 

request training documentation from the contracted 

company or third-party service provider, and maintain the 

records to demonstrate compliance with the training 

requirements.”
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Subpart D – Health & Hygiene

• § 112.32(b)(6) – Eating, chewing gum, drinking

– Personnel must not eat, chew gum, or use tobacco products in an area 

used for a covered activity; drinking beverages is permitted in 

designated areas.

– (Page 54) “You should locate these designated areas at a sufficient 

distance from covered produce and food contact surfaces so as not to 

serve as potential sources of contamination to covered produce or 

food contact surfaces, such as by spillage of partially consumed 

beverages and by personnel drinking beverages (e.g., through hand to 

mouth contact or spittle).”
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Subpart D – Health & Hygiene

• § 112.33 – Visitors

– (Page 54-55) “Visitors could include consumers, delivery personnel, 

vendors, or others who are touring, conducting business, or observing 

your farm.”

– (Page 55-56): Examples of ways that farms can make visitors aware of 

policies and procedures to protect covered produce and food contact 

surfaces

• Supervisor explains to visitors

• Signage where visitors will be on the farm

• Handouts provided to visitors
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Subpart F – BSAAOs and Human 

Waste

• § 112.56 – Application requirements and minimum  

application intervals that apply to BSAAOs

– (Page 67-68) Examples 4a through 4e highlight ways to minimize 

contact with the crop during and after application of untreated soil 

amendments

– (Page 69) “We do not object to growers’ use of a 90 or 120 day 

application interval for untreated BSAAOs subject to 21 CFR 

112.56(a)(1)(i). We believe adherence to a 90 or 120 day application 

interval to be a prudent step toward minimizing the likelihood of 

contamination while the risk assessment and further research occur.” 
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Subpart K – Growing, Harvesting, 

Packing and Holding Activities

• § 112.112 – Pre-Harvest Assessment 

– (page 85) Signs that covered produce is reasonably likely to 
be contaminated with a known or reasonably foreseeable 
hazard include:

• Excreta observed on the covered produce;

• Excreta observed in an area where it is reasonably likely that it has 
contacted or will contact nearby covered produce during harvest

• Animal fur, hair, or feathers observed on the covered produce; and

• Crop damage or destruction by animals (e.g., bite/gnaw marks; 
bent, uprooted, or trampled crops).
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Subpart K – Growing, Harvesting, 

Packing and Holding Activities

• § 112.111 

– (page 82-83) “Keep covered produce separate from excluded 

produce (except when placed in the same container for 

distribution)” 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.”

• § 112.22(a)(3)

– (page 84) “Personnel who handle covered produce or food 

contact surfaces, or who are engaged in the supervision thereof, 

must receive training related to the separation of excluded and 

covered produce, as applicable.”
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Subpart L – Equipment, Tools, 

Buildings, and Sanitation

• § 112.127(b) – Guard and guide dogs in and around 

buildings

– (page 119) “You should inform guard and guide dog 

handlers of the potential for dogs to carry contamination 

into your buildings and ensure that they minimize the 

likelihood of the dogs becoming contaminated (e.g., 

contact with animal excreta) before entering your 

buildings.”
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Subpart O – Records 

• § 112.161 – general requirements for records

– (page 134) Growers that use dry erase boards should be 

aware that these alone could not be used for required 

records

– (page 135) Guidance suggests that 1 week is an 

appropriate amount of time for supervisor to perform 

review

– (page 135-136) For small growers, the person signing the 

record can be the person originating the record 
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Equivalent Ag Water Tests
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Produce Safety Alliance Resources
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NECAFS Clearinghouse
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On-Farm Readiness Review
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Benefits of Participating in an 

On-Farm Readiness Review

• The OFRR is voluntary, free, and confidential

• Helps align what you’re doing with what’s required in 
the Produce Safety Rule

• Helps you determine what you’re missing regarding 
on-farm produce safety

• Provides a personalized discussion of your farm food 
safety activities

• And will improve your readiness for a Produce Safety 
Rule inspection
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The PSA Website 
http://producesafetyalliance.cornell.edu/

Join the PSA Listserv

Primary listserv for 

grower communications

Like us on Facebook

Follow us on Twitter

Follow us on Instagram 


