- Food Traceability:
-~ From Produce Fields

"~ to Consumers' Tables

Michele Southall, GS1 US
February 11, 2014



CURRENT STATE OF FOOD SAFETY AND
TRACEABILITY REGULATORY STRUCTURE
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Good morning, Madam Chairwoman and Members of the Subcommittee. I am Daniel Levinson, Inspector General for the U.S.
Department of Health and Human Services.

Recent outbreaks of foodborne illness invelving peanut butter, peppers, and spinach have raised sericus questions about the
Food and Drug Administration’s (FDA) ability to protect the Nation's food supply. The Office of Inspecter General (0IG) has
identified FDA oversight of foed, drugs, and medical devices as a top management challenge, and has conducted several
reviews on FDA's oversight of food safety over the past decade. I recognize your leadership on this and other important
izsues related to FDA and appreciate the oppertunity to appear before you today to discuss OIG's most recent work on the
rraceability of the food supply.

In short, our most recent work, being released teday and now available on cur Web site at http://eig.hhs.gov, found that
only 5 of the 40 products we purchased could be traced through each stage of the foed supply chain back to the farm or
border. The ability to trace the remaining food products through each stage of the foed supply chain was limited because:
(1) food fadilities often did net maintain let-specific information, (2) some products were not [abeled with lot-specific
information, and {3) a number of food facilities mixed raw food products from a large number of farms. In addition, more
than half of the fadilities that handled these food products failed to meet FDA requirements to maintzin records about their
sources, recipients, and transporters of food. A quarter of foed fadilities reported that they were not even aware of these
requirements, These factors affect FDA's ability to identify the sowrce of a contamination and remove unsafe food products
from the food supply chain.

ROLE AND RESPONSIBILITIES OF OIG

Qur office was created in 1976 a5 the first statutory OIG in the Federal Government. Two years later, the Inspector General
Act of 1978 established 0IGs at other Cabinet-level departments of the Federal Government, as well as at some independent
Government zgencies. Congress created OIGs to be independent and cbjective wnits within Federal departments and
agencies for the purposes of: (1) conducting awdits and investigations of programs and operations; (2] coordinating and
recommending policies to promiote economy, efficiency, and effectiveness in the administration of programs; (3) preventing
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KEY REGULATIONS IN THE EU AND IN THE US

« EU Regulation for bovine animals and beef products
(EC) No 1760/2000

« EU Food Law (EC) 178/2002

 EU Regulation for Food of Animal Origin (EC)
031/2011

e EU Fish Regulations (EC) 404/2011, 1224/2009
 EU Food Information Regulation (EC) 1169/2011

e US Bioterrorism Act
 US FDA Food Safety Modernization Act (FSMA)



EU FOOD LAW (EC) 178/2002

Traceability

1. The traceability of food, feed, food-producing animals,
and any other substance intended to be, or expected to be,
incorporated into a food or feed shall be established at all

stages of production, processing and distribution. o Traceablllty for a_” fOOd
2. Food and feed business operators shall be able to identify feed prOd UCtS

any person from whom they have been supplied with a food, a
feed, a food-producing animal, or any substance intended to

be, or expected to be, incorporated into a food or feed. ° EaCh Operator |S

To this end, such operators shall have in place systems and i
procedures which allow for this information to be made avail- responSI ble
able to the competent authorities on demand.

* One step-up, one step-
3.  Food and feed business operators shall have in place
systems and procedures to identify the other businesses to I I
which their products have been supplied. This information down prInCIple

shall be made available to the competent authorities on
demand.

4. Food or feed which is placed on the market or is likely to
be placed on the market in the Community shall be adequately
labelled or identified to facilitate its traceability, through rele-
vant documentation or information in accordance with the
relevant requirements of more specific provisions.

5. Provisions for the purpose of applying the requirements
. of this Article in respect of specific sectors may be adopted in
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U.S. FDA FOOD SAFETY MODERNIZATION ACT (FSMA)

« Areform of the U.S. food safety laws (in more than 70 years)
« Signed into law by President Obama on 4 January 2011
* Focuses to ensure the U.S. food supply is safe by prevention

Prevention

Comprehensive preventive
controls for food and feed facilities
Produce safety standards
Intentional adulteration standards
Transportation

Inspection, Compliance,
and Response
Mandated inspection frequency
Expanded records access
Enhanced product tracing
Third party laboratory testing

FSMA

Imported Food Safety
Certification of Imported Food
Foreign Supplier Verification
Authority to deny entry

Enhanced Partnerships

State and local capacity building
Foreign capacity building
Inspection Agencies
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{A)evaluate-domasticand international product tracing practices in commearcial usa;+!
(B)-considsrinternational afforts includingan as sessment-ofwhetherproduct tracing-
ragquiraments developed under this sactionarscompatiblawrith global tracing swstams, as-
appropriats;ands
(C)=<MOTE:-Consultation.>>consultwith a-diverse-and broad rangs-ofexparts-and-
staksholders, including raprasantatives-of the food-industry, agricultural producers, and-
nongovernmental organizationsthat reprasanttheintarasts of consumers .+

() Product Tracing Svstem. - The-Secratary, inconsultation with the-Secratary-of-Apricul
shall as-appropriats establishwithin the Foodand Dug-Administration a-product tracing
to raceiveinformation thatimproves thecapacity o fthe Sacratary to effactivaly-and rapid
and tracefood thatis in-tha United States -or-offerad for importinto the United Statas. Pric
astablishmeant-of such producttracingsvstam, the Sacratary shall examina the rasults of-
applicablapilot projects and shallensurathattheactivitias -of such svstem are-adaguatalw
supported by tharasults-ofsuch pilot projects.«

(d)-Additional RecordkeepingRaquirements forHigh Risk Foods.—+

(UHngeneral 2<NOTE; Desdline. Publication, Notice >>-—In-order to rapidly and effec
idantifv racipisnts ofa-food to prevent-ormitisatea-foodbormedllness outhbreak andto ade
cradiblathreats of serious adversahealthconssquancasor-death 4o humans-oranimals as-
ofsuch food beingadulterated undar saction4 {2 -0ftha Faderal Food, Dimg, and Cosmeati
misbrandsd undersection403{w) o fsuch-Act, notlaterthan 2 vears aftar the date-of-enac
ofthis-Act -the-Bzcratary-shall publish-anotice-of proposadmlemalkineto astablish-
racordkespingrequiramants, inadditionto the raguiramentsunder-saction 4 1 4-0f tha Fads
Food, Drug, and Cosmatic-Act (21 10.5.C. 330c)and subpart-Jof part-1 -of title-21, Codao
Federal B=enlations {oranv-successorregulations), forfacilities that manufacturs, proces
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EU FISH REGULATION 1224/2009

O Article 58.5 — Minimum Labelling Requirements
L The identification number of each lot;

dThe external identification number and name of the fishing
vessel or the name of the aquaculture production unit;

JThe FAO alnha-2 code of each snecies:
QThe date of -1 Article 67.8
dThe quantiti

. O Member States shall cooperate with each other to ensure
.net. Welght C that the information affixed to the lot and/or accompanying
individuals; physically the lot can be accessed by the competent
JThe name a authorities of another Member State than the one where the
OThe informa fishericlas or aquaculturfe produgts have .been put into the lot,
: in particular when the information is affixed to the lot by way
Reg_mat'c_m ( of an identification tool such as a code, barcode, an
designation, electronic chip or a similar device.
area and thg

JWhether the 0 Operators using such tools shall ensure that they are
frozen or ng developed on the basis of internationally recognised

standards and specifications.
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FOOD INFORMATION REGULATION (FIR):
EU 1169/2011

TESCO Tescoie | My Orders | My Account | Signin | Help&®
TESCO

Fresh food | Bakery | F . & Beauty | Peis | Household | Home & Ents Multisearch -
Type one search tem per ine hen ik Go
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Welcome to Tesco.ie Groceries
We want to make your grocery shop as easy as possible.

Aiready registered? (@ETILR o start or amend a shop gl

it i i e lllcr;formation New Regulations Old regulations
€10 off your first shop ——

Howdo | qualify?
Spend €60 0rmore on your first anline:
grocery shop at tesca.jefgraceries

Name of the food

whats.

= List of ingredients

Allergens/intolerances

QUID

Net quantity

W Date of minimum durability
O
ol

ey Special storage conditions

— P - e - el

\/

o Name of business

BN < N - B B

- Country of origin labels x (only if omission misled or if

beef)

2

\/

Alcoholic strength \ \

Instructions for use

Nutrition declaration \ x (only voluntary)
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FIR APPLIES TO « DISTANCE SELLING »

Article 14

Distance selling

1. Without prejudice to the information requirements laid
down in Article 9, in the case of prepacked foods offered for
sale by means of distance communication:

(3) mandatory food mformation, except the particulars
provided in point (f) of Article 9(1), shall be available
before the purchase is concluded and shall appear on the
material supporting the distance selling or be provided
through other appropriate means clearly identified by the
food business operator. When other appropriate means are
used, the mandatory food information shall be provided
without the food business operator charging consumers

supplementary costs;

(b) all mandatory particulars shall be available at the moment

of delivery.
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PUBLIC... AND PRIVATE REQUIREMENTS
FOR TRACEABILITY

Food Safety System

Certification 22000
BRC ‘m

M=

EUrapean
Commission 5':_ * GLOBAL

STANDARDS

“Trust but verify is the old saying as we are
trying to incorporate private certification
programs in the public approach. It needs to
be transparent”. e e —

7.9 The Organisation shall establish | 2,13 The company shall have & 4.16.1. A traceability system shall be | 4.6.1.

and apply a traceability system that | system which has the ability totrace |in place

Sharon Lindan Mayl, JD, Senior Advisor for ST I, TR | e—
—

raw materials, processing and materials) from source through all | conact i food, packoging

Policy Office of Foods and Veterinary Medicine, |y
U.S. Food and Drug Administration, USA e

+overify raceabiiey in both directions of
and | feny from delvered products to raw
material, and vice versa), including
quantiey check

4.16.3. The traceabiity system shall be |
ensured atallstages, inchuding workin | any

progress, post weatment and rework —finputs shall be traceable through the
4.16.8. Thelot lsbeling ofsemi-frished | process to the finished product.
l’b‘:‘“ ot ”,"“";‘ D"’d‘s‘;”‘:'ﬂ'! Records of product dispatch and

clear traceabiity of goads, made d £

Koot siset Mol o b destination shall be maintained.

At the Global Food Safety Conference,
Anaheim, February 2014

withdrawal. Records shall be in
accordance with statutory and
regulatory requirements and may,
for example, be based on the end
product lot identification.

ormed, | Iot beling. The shelf Ife fe.g best before
5 date) of the labelled goods shall be

calculated from the original production
date.
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THE FOOD INDUSTRY IS CHANGING THE WAY

ITDOES BUSINESS

 The advancement and adoption of information technology
 Increasing the complexity of the global food supply

* The significant impact on the safety, quality and
traceabillity of the foods consumers eat today.
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WHAT IS ON THE HORIZON

 Industry progress is demonstrated by

— Participation in the FDA food pilots that the IFT lead Iin
2012

— Reviewing and updated traceabillity plans
— Focusing on interoperability of information exchange
— Industry knowledge sharing for potential improvements
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CONTACT INFORMATION

Michele Southall

Director, Implementation Services
GS1 US

= +1609 658 1671
-~ msouthall@GS1US.org
v WWW.GS1US.org

Connect with the GS1 US community on:

Linked[fl]. twitter  YoulTD

12



	Food Traceability: From Produce Fields to Consumers' Tables 
	Current State of Food Safety and Traceability Regulatory Structure�
	Key regulations in the EU and in the US�
	EU Food Law (EC) 178/2002�
	U.S. FDA Food Safety Modernization Act  (FSMA)
	EU Fish Regulation 1224/2009
	Food Information Regulation (FIR):�EU 1169/2011
	FIR applies to « Distance selling »
	Public… and Private requirements�for traceability
	The food industry is changing the way it does business
	What is on the horizon
	Contact information

