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U.S. Political Climate
¢ Food Regulation

7 Overall Trump administration has o
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campalgn promise

A Food regulation has seen little change

Z Do recent leadership transitions at the
FDA foreshadow future? Scott Gottlieb, Former

A Frank Yiannas new Deputy Commissioner FDA Commissioner
for Food Policy & Response, is well knowp
for his focus on traceability and suppor
for blockchain
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advance these efforts, the FDA
recently recruited Frank Yiannas Ned Sharpless, Interim :
Commissioner Susan Mayne
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traceabillity recordkeeping obligations, subject to
some very specific statutory limitations

EOnce evaluation process is completed, FDA must
publish list of foods designated as higinisk on
Its website and issue rulemaking for traceability
requirements

Zln 2014, FDA developed and published a draft
approach to identifying highrisk foods and
requested comments through a docket

.1 AOOOEAO DBOAI

Ve

At AUE

EA AAOEI

&
b
&

Pa)

@

Scott Gottheb, VI.D. @&

( Follow | v
@5GottliebFDA

THREAD: Food Safety During Shutdown:
We're taking steps to expand the scope
of food safety surveillance inspections
we're doing during the shutdown to
make sure we continue inspecting high
risk food facilities. 31% of our inventory
of domestic inspections are considered
high risk

9:39 AM - 9 Jan 2019
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Scott Gottlieb, M.D. & @SGottliebFDA - Jan 9 v
Note: We're still doing ALL of our regular foreign food inspections. But, on the
domestic side, in rough numbers we'd typically do about 160 domestic food

inspections each week, and about 1/3 of those would be considered high risk.
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Scott Gottlieb, M.D. & @SGottliebFDA - Jan 9 v
We assess risk based on an overall, cross-cutting risk profile. The primary factors
contributing to a facility’s risk profile include: the type of food, the manufacturing
process, and the compliance history of the facility.
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Commodities deemed high risk includg S,\plces Ide,ntl,fled

at h ckaged products; acidifi
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foods

Q 2 1 182 O 233

Scott Gottlieb, M.D. & @5GottliebFDA
(continued) unpasteurized juices; sproi
vegetables and processed fruits and vegetables; spices; shell eggs: sandwiches;
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MyPlate for Older Adults

Fruits &
Vegetables

Whaole frults and vegetables
are rich in important nutrients
and fiber. Choose frudts and
vegetables with deeply

colored flesh. Choose canned
varieties that are packed in
their own juices or low-sodiun
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Herbs & Spices

Use a vartety of herbs and spices to
enhance flavor of foods and reduce
the need o add sale
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Remember to Stay Active!

Fluids

Drink plenty of flulds
Flubds can come from
water, tea, coffee, soups,

and fruits and vegetables,

Grains

Whole graln and fortified
foods are good sources of
fiber and B vitamins

Dairy

Fat-free and low-fat milk,
cheeses ad vogurts provide
protein, calelum and other
Important nutrients.

Protein

Proteln rich foods provide many important
nutrients, Choose a variety including nuts,
beans, fish, lean meat and poultry.

Additional Key FDA
Initiatives

E FSMA Implementation
A Guidance Documents

A Inspections

F Toxic Elements Working Group

A Heavy metals (lead, cadmium,
arsenic, etc.)

A Public Communications

E Nutrition Innovation Strategy

A Standards of Identity
A Sodium reduction

Ingredient labeling/claims
modernization




Foreign FSMA Inspections 2018 FS MA I m p I e m e ntatl O n

Z FDA planning to increase Preventive Controls inspections
A O( ECE 2 E Ofobce gudrithréelydais A O
A Foreign facilitiesz 171 completed last year
A Government shutdown significantly set the agency back

ZFDA Import Safety Strategy

ZFDA acknowledges Canada as equivalent food safety
system

ZMany guidance documents still
forthcoming

A Readyto-Eat
A Validation




FSMA Validation
Requirements

EPreventive Controls for Human Foods rule requires
that process preventive controls be validated
A Before food safety plan is implemented
A Within first 90 calendar days of production
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provides written justification

FValidation requires scientific evidence to determine
If PC effectively controls hazards (e.¢galmonellg

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




ASTA Surrogate Research

FE Faecium demonstrated to be equally or less
Inhibited by spices with antimicrobial properties
A ILSI research on E Faecium for stearato, irradiation

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

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

Enterococcus Faecium




Groupings for Validations

E>50 spices on ASTA spice list
A spice blends

A Forms (whole, cut, etc.)

353!

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




ScienceBased GroupingsDegree of
Microbial Inhibition

Degree of List of Spices
Inhibition

Ve pateriein s Garlic, onion, allspice, oregano, thyme, cinnamon,
(>75%) 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 Caraway, mint, sage, fennel, coriander, dill, nutmeg,
Lalalenientsiea - basil, parsley
to 75%)
Lesslplaniei - Cardamon pepper (black/white), ginger, anise seed,
(<50%) celery seed, lemon/lime
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ASTA Meeting with FDA

EASTA met with FDA in early May

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

EFDA 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.

U.S. Department of
Health and Human Services

Food and Drug Administratior

relevant parameters




How Spice Companies Can
Benefit From This Work

FEEach facility must conduct its own validations of its
process controls to ensure that the identified hazard
IS being controlled

FCan rely on data from ASTA to:

A Verify the appropriate surrogate to use in its own
study

A Provide a scientific justification for groupings




FDA Enforcement

EFDA gquestioned ASTA about which entity has spice
validation data?
A Question arose during FDA inspections

EZlmported raw spice products on hold
A Reconditioning requests (From 766)

A FDA requesting validation data
A FDA holding a high bar for the standard for validations



Pesticide Update

Z New pilot project to seek import tolerances
for:
Metalaxyl/Mefenoxam
Azoxystrobin
Difenoconazole
Dimethomorph

Acetamiprid

£ Attempting newly available paths from EPA
A Relying on monitoring data
A Relying on reviews from another national
authority

E Expensive and timeintensive




Lead In Spices

E Recent studies
A CDC,stuok/ guklishzed,showed.elevatedIeadin. e L
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A NYC health dept researchers study on >1500 spice
samples from around the world
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Codex Committee on Contaminants in Food will

be dlscussmg_e_stabllshlng lead limits in various

food commodities

A Spices and herbs identified as the top priority for

the development of lead limits due to exposure
concerns for children
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E Prop 65 naturally occurring level established for
lead in chili/tamarind candy




