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Investigation related to detection of 
Cyclospora cayetanensis in salad mix

• Traceback on each of the components for the 
salad mix FDA sampled and the salad mix 
corresponding to case individuals
– No common farm or supplier of any component
– Four crews from one contract harvester

• Investigate four crews
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Samples from a single California 
romaine field 

• 4  product harvested by each crew
– 2 of 4 yielded Cyclospora cayetanensis 

• 2 unharvested romaine were negative 
for Cyclospora cayetanensis 
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Disposition of affected product
• Because salads were discontinued on July 13, 

there was no additional response needed by the 
fast food company or its supplier

• The farm associated with the findings 
voluntarily destroyed harvested and 
unharvested product 



Potential Sources of Contamination
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Potential routes

• Agricultural water
• Worker hands and worker clothing such as 

boots, smocks and gloves
• Harvest tools
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Sampling Cilantro, Basil and
Parsley (FY 18-20)

• 708 total samples analyzed as of May 26, 2020
– 4/409 domestic samples yielded C. cayetanensis 

(Oregon (1), California (1), Hawaii (2)) 
– 13/299 samples of imported herbs yielded C. 

cayetanensis (Colombia (5), Costa Rica (1), Ecuador 
(1), Mexico (6))

• Future sampling will be based, in part, on 
recommendations of the FDA Cyclospora task 
force in response to findings and outbreaks
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Sample findings of C. cayetanensis
in domestically grown produce

• Produce is adulterated within the meaning of FD&C Act 
402(a)(4)

• FDA has access to all the enforcement tools that hinge on 
adulteration charges



10

Response to positive finding

• Remove adulterated product from the market
• Prevent the introduction of adulterated product 

onto the market
• Prevent future adulteration of product

– Root cause investigation
– Corrective action
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Remove adulterated product from the 
market

• Notify corresponding State
• Voluntary recall
• Press
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Preventing the introduction of adulterated 
product onto the market

As appropriate, based on findings: 
• Work with State and farm to effect voluntary hold 
• State embargo (or equivalent)
• Administrative Detention Order/ Seizure**

** seizure requires documentation of interstate commerce
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Prevent future contamination
Root cause investigation

• FDA and State counterparts discuss the most 
appropriate way to cooperate on the 
investigation

• Evaluate relevant evidence
• Investigate potential sources and routes of 

contamination
• Begin investigation where the evidence leads
• Continue to follow evidence as it develops
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On-farm investigation
Review of worker health and hygiene

• Policies and practices (compliance with PSR)
• Training records (required by PSR)
• Workers and worker clothing (PSR—must use 

hygienic practices)
• Harvest tools (PSR—maintained such that they 

are not a source of contamination)
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Prevent future contamination 
Implement produce safety rule

• PSR requires  farms to exclude persons from 
work that may result in contamination of 
covered produce or food contact surfaces when 
the person is shown to have, or appears to 
have, an applicable health condition.  

• Cyclosporiasis is an applicable condition.
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Prevent future contamination
Investigate agricultural water

• Investigate the source of agricultural water 
(grower, State, FDA)

• Look for point sources of contamination 
(grower, State)

• May take samples of agricultural water 



17www.fda.gov
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At the end of the inspection

• Significant violations will be noted on the 4056 
and discussed

• FDA will ask for voluntary correction, may 
include: 
– Recall adulterated produce
– Voluntary hold of potentially adulterated produce 
– Eliminate sources and routes of contamination
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Compliance strategy for 
preventing future contamination

• Voluntary, documented corrective action
• Regulatory meeting
• Reinspection
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Follow-up process for domestic 
positive findings

• Initially based on herb sampling assignment
• Similar framework for state-initiated sampling, 

simply more coordination between FDA and the 
involved states
– Phases 
– Tasks
– Objectives 
– Entities involved and to engage
– Reminder about regulatory tools
– Communication with state partners 
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Phase 1: Pre-farm investigation
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Phase 2: On-Farm investigation
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Phase 3: investigational outcomes



24

Coordinating with state partners 

• Maintain routine communication to the division 
POCs 

• Traceback documentation during sample collection
• Laboratory / analytical documents for FDA review
• Coordinated on-site response (domestic finding)
• Communication is two-way

– Feedback loop with states regarding outcomes
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Need Help?  Phone a Friend! (or email them)
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Need Help?  Phone a Friend! (or email them)



27

Need Help?  Phone a Friend! (or email them)
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Follow-up process for imported 
samples

• State-initiated samples: coordinating potential 
compliance action with FDA and state partners 

• Information needs
– Traceback to foreign farm / packing house
– Understanding of handling (packing/repacking) process

• Potential outcomes 
– Recall of production lot 
– Import alert 99-35 
– Additional screening and sampling

• Communicate with state partners 
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2020 Activities

• Ultra filtration water analysis at ORA laboratories 
• Import alert 24-23, seasonal cilantro
• Import alert 99-35
• Recalls 
• CORE: outbreak signals monitoring & response team
• CORE: Import bulletin with targeted screening and sampling 
• Status: herb sampling assignment  
• Status: import bulletin alternate criteria from select countries
• Coordination with states on any signals or domestic positives
• Coordination on compliance action for import sample findings 
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QUESTIONS

Crystal McKenna: Crystal.McKenna@fda.hhs.gov
Maria Knirk: Maria.Knirk@fda.hhs.gov
Joann Givens: Joann.Givens@fda.hhs.gov

mailto:Crystal.McKenna@fda.hhs.gov
mailto:Maria.Knirk@fda.hhs.gov
mailto:Joann.Givens@fda.hhs.gov
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