MODULE 1: Identification of violative product

May 16"
State Health inspection at Distribution Center

1 |

5 bags of candy collected

-

May 25, Laboratorian generates composite sample through case “pulls”

-

Composite sample contains 0.18ppm of lead, which is above legal limit in the state

-

Second analysis from same sample performed

-

Second test confirms elevated level of lead

-

Results sent to branch management

-

May 26, Branch manager phones health inspector

-

Inspector returns to distribution center and provides laboratory results to the manager; informs
him that the candy is in violation of state law and cannot be sold

-

Inspector obtains copies of invoices from distributor which shows that the candy had been purchased from two
importers; the manager assures the inventory had been received on or after May 5t

-

Distributor issues a voluntary recall limited to product shipped from May 5" onward;
Distributor creates a record in the Reportable Food Registry

-

Distributor received two shipments of candy from importer

A: 15 cases on May 5" and 20 cases on May 12"

-

Due to a shortage the distributor also ordered from

importer B: 7 cases received on May 10"

i 1

Both importers are located in the same state as the distributor;

all customers are located in the same state as the distributor




MODULE 2: Traceback investigation

May 27"
State investigator visits importer A
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Importer A states that only one firm from the country of Ablagon provided candy; provides the
state inspector invoices and customs documents showing 55 cases imported weekly

-

State investigator also visits importer B

-

Importer B also states that only one firm, the same one provided by importer A, sold this particular
candy and invoice and customs records show 100 cases being shipped every other week

-

May 28, State begins actively looking for similar products from the manufacturer and
increases their sampling/analysis of other confection products from Ablagon

-

State contacts the district office of the FDA preventing future contaminated
candy from entering the US

-

FDA/State issues letter to manufacturer in Ablagon, advising that the candy contained
lead and could not be sold

-

FDA sends investigators to obtain samples of candy, performs
analyses and confirms elevated levels of lead

-

FDA issues an import bulletin to detain products from this firm at the border

-

FDA inspects additional import records to determine how

much candy from this country is imported into the US

-

FDA contacts equivalents in Ablagon to inform them of the issues and asks them to address

| |

FDA samples other candy of similar type imported from

Ablagon, including candy from multiple manufacturers




MODULE 3: Traceforward investigation and recall

After the distribution center issues a voluntary recall on May 26, contact is made
with customers to advise them of the recall; the state works with the distributor to
generate a press release

| |

Distributor documents/confirms that customers are aware of

recall and inventory is discarded

]

After FDA confirms state finding, a public

statement is issued to warm consumers not to
consume the candy

|

State issues a health alert, including pictures of contaminated product, which is
circulated to local media and local health departments

|

State reviews records from importers A and B to

discover that both importers sold candy to distributors

in two neighboring states

|

Given that adulterated food was shipped into interstate commerce,

the state provides FDA with traceback and traceforward information
to coordinate follow-up with impacted states

| |

FDA and the affected states conduct recall audit

checks to ensure the product is removed from

commercial shelves




