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• Issued by FDA in October 2013

• FDA was concerned about the effectiveness of control measures for spices

• FDA’s objectives:  

1. identify the most commonly occurring microbial hazards and filth in spices to 
understand the public health risk

2. describe and evaluate current mitigation and control options 

3. identify potential additional mitigation and control options and 

4. identify critical data gaps and research needs

• Followed a qualitative approach

FDA’s Draft Risk Profile for Spices 
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• The overall prevalence of Salmonella-contaminated shipments of 
imported spices was 6.6% for FY2007-FY2009

• This value is 1.9 times the prevalence found for other shipments of FDA-
regulated foods examined during the same period

• Salmonella was found in shipments of many different types of spices, in a 
variety of forms (whole, cracked, ground or blended) and from many 
different countries

• FDA concluded that the presence of Salmonella is a general problem in 
the spice supply chain rather than a problem of a specific type/form of 
spice or source country

Key DRP Conclusions
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• Food safety issues occur due to poor or inconsistent application of 
appropriate preventive controls, such as: 

– Failing to limit animal access to the spice source plant during harvest and drying

– Failing to limit insect and rodent access to spice during storage

– Failing to subject all spice to an effective pathogen reduction treatment (or other lethality step)

• Knowledge and technology are available to significantly reduce the risk of 

illness from consumption of contaminated spices in the United States 

• Enhanced communication between FDA and the spice industry and within 

the spice and food manufacturing industry itself, combined with training 
across the spice supply chain, are needed to ensure understanding of 
appropriate preventive controls and how to implement and maintain them

Key DRP Conclusions
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• The DRP overstates the food safety risk presented 
by spices

• FDA’s research focused too early in the supply 
chain – on the point of entry – where many 
imported spices are not yet ready for consumer 
consumption because they will undergo further 
processing in the U.S.  

– i.e., FDA’s data were on NRTE spices

• FDA should instead assess RTE spices by 
assessing Salmonella rates in spices at retail, the 
food processor level, and spice processing 
facilities post-treatment

ASTA’s Comments on the DRP
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• Following ASTA’s recommendation, FDA conducted a survey to evaluate 
Salmonella prevalence and aerobic plate counts in packaged (dried) 
spices offered for sale at retail establishments in the U.S. 

• Preliminary results shared with ASTA in May 2014 

– 0.5% positive rate

– FDA acknowledged that results were skewed by focusing on spices with problems in the 

past

• ASTA sent follow-up letter to FDA and responded to FDA questions about 
lack of correlation between APC counts and positive Salmonella findings

– Dr. Jim Dickson prepared an analysis explaining that no such relationship is to be 

expected

FDA’s Spice Retail Study
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• In February 2016, FDA posted “Questions & Answers on Improving the 
Safety of Spices”

• “Because many imported spices are treated after entry to the U.S. to 
reduce contamination before they are sold to consumers, we knew that 
the 6.6 percent contamination rate found at the import level did not 
reflect what was actually reaching consumers. We needed retail data to 
better evaluate the true risk to consumers.”

• “The FDA is not recommending that consumers change their 
consumption or use of spices.”

FDA Q&A – Signs of Progress 
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• In February 2018, FDA released an update to the 2013 DRP on spices, 
which was based on the results of its retail study

• The FDA collected data on the presence of Salmonella in 11 types of 
packaged, dried spices offered for retail sale

• Except for dehydrated garlic and basil, Salmonella prevalence was 
significantly LOWER in retail samples than estimated prevalence for 
shipments of imported spice offered for entry to the U.S.

• FDA acknowledged that the findings are consistent with public comments 
from the domestic food industry that responsible manufacturers apply a 
pathogen reduction treatment to many spices after entering the U.S., 
prior to retail sale.

FDA’s Update to the DRP
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• “The results of this study are consistent with the 
assumption that most (bulk) shipments of spice 
undergo a pathogen reduction treatment following 
entry to the United States and prior to releasing for 
retail sale, as recommended in industry guidance 
such as the “Clean, Safe, Spices Guidance 
Document” by American Spice Trade Association 
(Ref. 12).”

• “Considering the regulatory changes instituted 
through the FDA- FSMA, and the new information 
provided in the study described above, the Agency 
concludes that with this update, the Risk Profile on 
Pathogens and Filth in Spices is final at this time.”  

Updated DRP
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• 7,250 retail samples of 11 spice 
types were collected between 2013 
and 2015

• FDA’s key findings from the retail 
study were published as a peer-
reviewed scientific journal article: 

– “Prevalence of Salmonella in eleven 
spices offered for sale from retail 
establishments and in imported 
shipments offered for entry to the United 
States disclaimer icon.”

– Journal of Food Protection, Vol. 80, No. 
11, 2017, Pages 1791–1805

Retail Study Findings 
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Study Findings
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Study Findings
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Study Findings 
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• “Of particular interest in this study was whether the Salmonella
prevalence estimates for each spice type at the point of entry to the United 
States were different from those for the same spice type at the point of 
retail purchase by U.S. consumers, particularly for the spices where the 
U.S. supply is overwhelmingly imported . . . .  Salmonella prevalence in 
all spice types offered for sale in retail establishments and examined in 
this study, except dehydrated garlic and basil, was significantly lower 
than the estimate for imported shipments.”

– FDA also acknowledged that the basil data was impacted by the low number of samples 
that were collected at entry. 

Study Findings 
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• Understand the RTE/NRTE status of every ingredient you receive

• Identify imports intended for further processing in a way that signals they 
are NRTE

• Be prepared for sudden aggravation at the border for imports requiring 
further treatment domestically 

• Implement robust sanitation controls and environmental monitoring 
program to address potential post-processing contamination 

• Validate your lethality process

• Work with legal counsel to develop a strategy for managing import and 
FSMA issues – attorneys aren’t just for when you get into trouble!

Recommendations for ASTA Members
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• ASTA’s engagement with FDA had a significant positive impact on the 
outcome of the DRP

• The retail study results generally support the proposition that spices sold 
at retail are safe to eat

– The study did not assess whether or what type of treatment was applied for retail 
products

• FDA HQ now understands that imports can be NRTE, but it will take time 
for this message to get communicated to and applied at the border

• FDA’s emphasis will now shift to FSMA implementation – effective 
treatment and preventing post-processing contamination are critical

– FSMA inspections have started and rigor will increase with time 

Conclusion 
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Questions? 
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