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Agenda 

ɆFDA Update -Є %ØÐÅÃÔÁÔÉÏÎÓ ÏÆ 7ÈÁÔȭÓ ÔÏ #ÏÍÅ  

ɆFSMA Implementation/Process Control Validation 

ɆPesticides 

ɆLead in spices 

ɆPoppy Seed Legislation 

ɆAdditional Issues 
Á Sesame Allergen Update 

Á Bioengineered Disclosure Requirements 

Á Intentional Adulteration Rule  



U.S. Political Climate 
ς Food Regulation 
ɆOverall Trump administration has 
ÆÏÌÌÏ×ÅÄ ÔÈÒÏÕÇÈ ÏÎ ȰÄÅÒÅÇÕÌÁÔÉÏÎȱ 
campaign promise 
Á Food regulation has seen little change  

ɆDo recent leadership transitions at the 
FDA foreshadow future? 
Á Frank Yiannas, new Deputy Commissioner 

for Food Policy & Response, is well known 
for his focus on traceability and support 
for blockchain 

 

Scott Gottlieb, Former 
FDA Commissioner 

Susan Mayne 

Frank Yiannas 

Ned Sharpless, Interim 
Commissioner 

 

Ȱ7ÅȭÒÅ ÉÎÖÅÓÔÅÄ ÉÎ ÅØÐÌÏÒÉÎÇ ÎÅ× 
×ÁÙÓ ÔÏ ÉÍÐÒÏÖÅ ÔÒÁÃÅÁÂÉÌÉÔÙȣȢ4Ï 

advance these efforts, the FDA 
recently recruited Frank Yiannasȱ 



¢ǊŀŎŜŀōƛƭƛǘȅ ŦƻǊ άIƛƎƘ wƛǎƪέ  
Foods 
Ɇ&3-! ÒÅÑÕÉÒÅÓ &$! ÔÏ ÄÅÓÉÇÎÁÔÅ ȰÈÉÇÈ-risk 
ÆÏÏÄÓȱ ÔÈÁÔ ×ÉÌÌ ÂÅ ÓÕÂÊÅÃÔ ÔÏ ÁÄÄÉÔÉÏÎÁÌ 
traceability recordkeeping obligations, subject to 
some very specific statutory limitations 

ɆOnce evaluation process is completed, FDA must 
publish list of foods designated as high-risk on 
its website and issue rulemaking for traceability 
requirements 

ɆIn 2014, FDA developed and published a draft 
approach to identifying high-risk foods and 
requested comments through a docket  

Ɇ.Ï ÆÕÒÔÈÅÒ ÐÕÂÌÉÃ ÁÃÔÉÏÎ ÙÅÔȣÂÕÔ ÅØÐÅÃÔÅÄ ÓÏÏÎȦ   

Spices identified 
ÏÎ #ÏÍÍÉÓÓÉÏÎÅÒȭÓ 
Ô×ÅÅÔ ÏÆ ȰÈÉÇÈ ÒÉÓËȱ 

foods 



Additional Key FDA 
Initiatives  

ɆFSMA Implementation 
Á Guidance Documents 

Á Inspections  

ɆToxic Elements Working Group 
Á Heavy metals (lead, cadmium, 

arsenic, etc.) 

Á Public Communications  

ɆNutrition Innovation Strategy 
Á Standards of Identity 

Á Sodium reduction  

Á Ingredient labeling/claims 
modernization   

 



FSMA Implementation 

ɆFDA planning to increase Preventive Controls inspections  
Á Ȱ(ÉÇÈ 2ÉÓËȱ ÆÁÃÉÌÉÔÉÅÓ ɀ once every three years 

Á Foreign facilities ɀ 171 completed last year  

Á Government shutdown significantly set the agency back 

ɆFDA Import Safety Strategy  

ɆFDA acknowledges Canada as equivalent food safety 
system 

ɆMany guidance documents still  
forthcoming 
Á Ready-to-Eat 

Á Validation  

 

Foreign FSMA Inspections 2018 



FSMA Validation 
Requirements 
ɆPreventive Controls for Human Foods rule requires 

that process preventive controls be validated   
Á Before food safety plan is implemented 

Á Within first 90 calendar days of production 

Á 7ÉÔÈÉÎ Á ȰÒÅÁÓÏÎÁÂÌÅ ÔÉÍÅÆÒÁÍÅȱ ÆÏÒ ×ÈÉÃÈ Á ɉ0#1)Ɋ 
provides written justification  

ɆValidation requires scientific evidence to determine 
if PC effectively controls hazards (e.g. Salmonella) 

ɆThe purpose of validation is to prove that your 
process preventive control is effective at controlling 
the identified hazard  



ASTA Surrogate Research 

ɆE Faecium demonstrated to be equally or less 
inhibited by spices with antimicrobial properties 
Á ILSI research on E Faecium for steam, eto, irradiation 

Á ASTA benchtop research on cinnamon, clove, oregano, 
allspice  

ɆE Faecium identified as an appropriate surrogate for 
Salmonella in spice process studies  

Enterococcus Faecium 



Groupings for Validations 

Ɇ>50 spices on ASTA spice list 
Á spice blends 

Á Forms (whole, cut, etc.) 

Ɇ$$$! 

ɆGrouping spices and conducting validations of a 
representative product would be a more practical 
and achievable approach to compliance  



Science-Based Groupings ς Degree of 
Microbial Inhibition 

Degree of 

Inhibition  

List of Spices 

Most Inhibitory 

(>75%)  

Garlic, onion, allspice, oregano, thyme, cinnamon, 

tarragon, cumin, cloves, lemon grass, bay leaf, 

capsicums, rosemary, marjoram, mustard, *mace, 

*juniper, *chamomile (English, Roman, German, 

Hungarian), *lavender, *paprika, *vanilla balm 

(lemon), *chervil, *chives, *cilantro, *peppermint, 

*savory, *spearmint, *galangal, *horseradish, 

*fenugreek seed, *poppy seed, *sesame 

Intermediate 

Inhibition (50% 

to 75%)  

Caraway, mint, sage, fennel, coriander, dill, nutmeg, 

basil, parsley 

Less Inhibition 

(<50%)  

Cardamon, pepper (black/white), ginger, anise seed, 

celery seed, lemon/lime 





ASTA Meeting with FDA   

ɆASTA met with FDA in early May 

ɆFDA accepts the justification of use of E Faecium as a 
surrogate 

ɆFDA continues to accept grouping approach, but 
wants to see significant rationale from each facility 
that justifies why its process is scientifically valid for 
the products it is producing.  

ɆIf groupings are used, FDA wants to see justification 
for form (ground vs whole), density, and other 
relevant parameters 

 



How Spice Companies Can 
Benefit From This Work 
ɆEach facility must conduct its own validations of its 

process controls to ensure that the identified hazard 
is being controlled 

ɆCan rely on data from ASTA to: 
Á Verify the appropriate surrogate to use in its own 

study 

Á Provide a scientific justification for groupings  



FDA Enforcement 

ɆFDA questioned ASTA about which entity has spice 
validation data? 
Á Question arose during FDA inspections 

ɆImported raw spice products on hold 
Á Reconditioning requests (From 766) 

Á FDA requesting validation data 

Á FDA holding a high bar for the standard for validations  

  



Pesticide Update 
ɆNew pilot project to seek import tolerances 

for: 
Á Metalaxyl/Mefenoxam 

Á Azoxystrobin 

Á Difenoconazole 

Á Dimethomorph  

Á Acetamiprid  

ɆAttempting newly available paths from EPA 
Á Relying on monitoring data 

Á Relying on reviews from another national 
authority  

ɆExpensive and time-intensive  



Lead in Spices  

ɆRecent studies 
Á CDC study published showed elevated lead in 
ÃÈÉÌÄÒÅÎȭÓ ÂÌÏÏÄ ÌÉÎËÅÄ ÔÏ ÌÅÁÄ ÉÎ ÓÐÉÃÅÓ  

Á NYC health dept researchers study on >1500 spice 
samples from around the world 

Ɇ&$! ÈÁÓ ÆÏÒÍÅÄ Á Ȱ4ÏØÉÃ %ÌÅÍÅÎÔÓ 7ÏÒËÉÎÇ 
'ÒÏÕÐȱ 

ɆCodex Committee on Contaminants in Food will 
be discussing establishing lead limits in various 
food commodities 
Á Spices and herbs identified as the top priority for 

the development of lead limits due to exposure 
concerns for children   

Ɇ Prop 65 naturally occurring level established for 
lead in chili/tamarind candy  


