INVESTIGATIONS OPERATIONS MANUAL 2012

CHAPTER 6

CHAPTER 6 - IMPORTS

CONTENTS

SUBCHAPTER 6.1 - IMPORTS .....coooiiiiiieieeeeeeeeeeeeeeeeeee, 322
6.1.1 - AUTHORITY .o, 322
6.1.2 — IMPORT INVESTIGATIONS ......coooeiiiiiieee, 322
6.1.3 - INVESTIGATIONS INVOLVING THE IMPORTATION
PROCESS ...ttt
6.1.3.1 - Import Violation Patterns
6.1.3.2 - Failure TOHOId ........covvieiieeiiieee e
6.1.3.3 - Failure To Hold — Health Hazards — Direct FDA
EVIDENCE. ..., 323
6.1.3.4 - Failure To Hold - Health Hazards — Detention Without
Physical Examination (DWPE) .........cccccceoiunneee.
6.1.3.5 - Substitution ...
6.1.3.6 - Importer Misdeclaration
6.1.3.7 - Filer Misdeclaration..............ccccvvvveeeeiiiiciiniiee e
6.1.3.7.1 - REPEATED FILER MISDECLARATION
6.1.3.8 - Reporting Investigations Involving the Importation
ProCess ... 324

SUBCHAPTER 6.2 - IMPORT PROCEDURES ...........ccceeueeee 324
6.2.1 - SCOPE ...ttt
6.2.2 - DIVISION OF AUTHORITY
6.2.3-ENTRIES ......coovveiieiiiieee

6.2.3.1 - Formal Entries ...........cc.......

6.2.3.2 - Informal Entries....................

6.2.3.3 - Mail/Personal Baggage...........cccccceeeeeennnns

6.2.3.4 — Import for Export (IFE) Entries ..................

6.2.3.4.1 — IFE ENTRY REVIEW .....ccocoviiiiiiiiiiiieniecnieenine

6.2.3.5.1 - PRIOR NOTICE RECEPTION ......cccovvrriiniieninens 327
6.2.3.5.2 - PRODUCTS REQUIRING PRIOR NOTICE........... 327
6.2.3.5.3 - PRODUCTS EXCLUDED FROM PRIOR NOTICE 327
6.2.3.5.4 - PRIOR NOTICE SUBMISSION.........ccccocuverniennnens 327
6.2.3.5.5 - INADEQUATE PRIOR NOTICE SUBMISSION .....328
6.2.3.5.6 - PRIOR NOTICE PROCESS
6.2.3.6 - Entry Processing........ccoccveeeinvveennineesinnennn
6.2.3.6.1 - U. S. CUSTOMS
6.2.3.6.2 - FDA ..ot
6.2.4 - SAMPLING ....c.ooiiiiiiiiiiie e
6.2.4.1 - Ports Covered by FDA
6.2.4.2 - Ports not Covered by FDA ........cccccoeiiiiiiiieieeiiee
6.2.4.3 - Entry Sampling ......occveeieiieeiieeeee e
6.2.4.4 - Notice of Sampling...............

6.2.4.5 - Payment for Samples
6.2.5 - PROCEDURE WHEN PRODUCTS CANNOT BE

SAMPLED OR EXAMINED ........cccocevcviiniieniinns 330
6.2.6 - PROCEDURE WHEN NO VIOLATION IS FOUND......331
6.2.7 - PROCEDURE WHEN VIOLATION IS FOUND............. 331
6.2.7.1 - "Notice of Detention & Hearing"............cccccceeeernnnnns 331
6.2.7.2 - Response to "Notice of Detention & Hearing"........... 331
6.2.7.3 - Request for Authorization to Relabel or Perform Other
ACES Lo 331
6.2.7.4 - Inspection after Completion of Authorization to Bring
Article into ComplianCe..........ccccvevveeeeeiiiiieneenn. 331
6.2.7.5 - Procedure when Conditions of Authorization Have Been
FUIIlEd ... 332
6.2.7.6 - Procedure when Conditions of Reconditioning Have Not
Been Fulfilled.........ccccooiirieiic e

6.2.7.7 - Procedure after Hearing - "Notice of Release"
6.2.7.8 - Procedure after Hearing - "Refusal of Admission” ....332

6.2.7.9 - Payment of Costs of Supervision of Relabeling and/or
Other ACION ......cooviiiiiiiie e

6.2.7.10 - Exportation of Goods Refused Admission

6.2.7.11 - BONA ACHON ....eeiiiieiiiiiiiieee e

SUBCHAPTER 6.3 - REVIEW OF RECORDS.........ccceceeeunne. 333
6.3.1 - GENERAL
SUBCHAPTER 6.4 - FIELD EXAMINATION ......ccvvvvvvvivveieeneens 333
6.4.1 - GENERAL .....oovvieeeeiieeeiieeeeieeeeeeeeeeeeeeeeeeaesevassssssssssssssnens 333
6.4.2 - FIELD EXAMINATION SCHEDULE.........cccccccvvvvvvveeeen. 334
6.4.3 - FIELD EXAMINATIONS - FOODS
6.4.3.1 - FOOd Sanitation .......ccecevivevviieeieeeeeeeee e
6.4.3.2 - Pesticides, Industrial Chemicals, Aflatoxins, & Toxic
ElemMentS........oceeiiiiiieeee e 334
6.4.3.3 - Food and Color AdditiVeS ............ceevvveeeieiiiiiiiiieeeeeens 334
6.4.3.4 - Nutrition and Food Allergen Labeling and Consumer
Protection Act (FALCPA) ......ccceeeeivciiiiieee e 334

6.4.3.5 - Food Economics (On Consumer Size Containers only)
6.4.3.6 - Cosmetics
6.4.4 - FIELD EXAMINATION - DRUGS
6.4.4.1 - LAbEliNG...ccciiiiiiiiie i
6.4.4.2 - CONtamMiNALiON .....c.cooiiiiiiiieee e e
6.4.4.3-Samples.........cccccvvveeiiiiinnnnn.
6.4.4.4 - Special Instructions
6.4.5 - FIELD EXAMINATIONS - DEVICES. ........cccceevviieeenen. 335
6.4.6 - FIELD EXAMINATIONS - BIOLOGICS ........cccccvvvenneen. 336
6.4.7 - FIELD EXAMINATIONS - VETERINARY
PRODUCTS.......cccvvvennee
6.4.7.1 — Veterinary Drugs...................
6.4.7.2 - DEVICES ...oceveviiieeeee e
6.4.7.3 - Animal Feed.....
6.4.7.4 — Animal Grooming Aids
6.4.7.5 - BIOIOQICAIS .......uveiiiiiiiiiiiiiiee e
6.4.8 - FIELD EXAMINATIONS RADIOLOGICAL HEALTH ....337
6.4.9 - FIELD EXAMINATIONS — TOBACCO PRODUCTS ....337

SUBCHAPTER 6.5 - IMPORT SAMPLE COLLECTION.......... 337

6.5.1 - GENERAL .....ooiiiiiiiiiiiiiieeeeeeeieeeeeeeeeeeeeeeeeaeveeaaeaeseaeasaeaees
6.5.2 - PROCEDURES..
6.5.3 - TECHNIQUES.........cccoiiiiiiiiieee e
6.5.4 - IMPORT FORMS PROCEDURES.................
6.5.5 - SAMPLE COLLECTION REPORTS
6.5.5.1 - Collection Date .......ccceeevvvevvviieieeieeiiiiiieeeeees

6.5.5.2 - EPISOUE ..ot
6.5.5.3 - Submitted TO.....cevviieiieieice e
6.5.5.4 - Quantity Collected
B.5.5.5 - UNIS ..iiiiiiiie e
6.5.5.6 - DESCTEXE ..uuiiiiiiieiiiiie et
6.5.5.7 - Hand Ship
6.5.5.8 - REMAIKS ....uiiiiiiiiiiiiii et
6.5.5.9 - Record Time SCreen ........cvveeieeeeiiiiiiiieeeeeeeeeiceee s

SUBCHAPTER 6.6 - FILER EVALUATIONS........ccooieeiiies 339

6.6.1 - GENERAL

SUBCHAPTER 6.7 - GLOSSARY OF IMPORT TERMS......... 339

6.7.1 - AMERICAN GOODS RETURNED
6.7.2 - BONDED WAREHOUSE ..........cccoiiiiiiiiis
6.7.3 - BREAK-BULK CARGO .......cccooiiiiiiiiiiiiiis

6.7.4 - CONSUMPTION ENTRY (CE)...ccvvvivreeeiiiieeeiineee e
6.7.5 — CONTAINER FREIGHT STATION (CFS)
6.7.6 - DATE COLLECTED ......ccoviiieeiiiiiieeeee e
6.7.7 - DATE OF ARRIVAL .................

6.7.8 - DATE OF AVAILABILITY
6.7.9 - DETENTION ....oooiiiiiiiiiiiiiii e




CHAPTER 6

INVESTIGATIONS OPERATIONS MANUAL 2012

6.7.10 - DETENTION WITHOUT PHYSICAL EXAMINATION

(23T 21 = NN 339
6.7.11 - DOMESTIC IMPORT (DI) SAMPLE...........oocvvvevirenn.. 339
B.7.12 - ENTRY oo 339
6.7.13 = ENTRY ADMISSIBILITY FILE......coiiveivrreerererrrenes 339
6.7.14 - ENTRY DOCUMENTS (ENTRY PACKAGE)............. 340
6.7.15 — FAILURE TO HOLD ........ovvoiveeveeeeeereeeeseeseesennean 340
B.7.16 - FILER ......oovvooeeoeeeeeeeee oo 340
6.7.17 - FORMAL ENTRY .....ccoooivoiirimeeneeeseesseeeseeneeseesseennes 340
6.7.18 - FOREIGN TRADE ZONES .......ccooovvooeeeeesreeseresseonnes 340
6.7.19 - IMMEDIATE DELIVERY (ID)/ CONDITIONAL RELEASE

.......................................................................... 340
6.7.20 - IMPORT ALERTS ....covoiveieeeeeeeeeeseeeeeeeseeseeeseresseennes 340
6.7.21 - IMPORTER OF RECORD ........cco.covvirveiresresersrrnnes 340
6.7.22 - IMPORT SECTIONS........oovuoveeeeeeseeseesisseseesnenens 340
6.7.23 - IMPORT STATUS ......ooovmiviieeeeeeseeeeeseeesee s 340
6.7.24 — IMPORTER MISDECLARATION ....cc..covorvrirrrran., 340
6.7.25 - INFORMAL ENTRY .....ovvoiviirieeeoseeeseeeseeeeeeseeesseennes 340
6.7.26 — IMMEDIATE TRANSPORTATION (IT)....cvvereveerenne. 340
6.7.27 - LINE (LINE ITEM) ..oooovoeeeeeeeeeeeeeeeeeeeeeesee e 341
B.7.28 - LOT 341 ..o 341
B.7.29 - MARKS .....ooorvoeeeeeeeeeeeeeeeeesee s 341
6.7.30 - PORT (POINT) OF ENTRY ....oovvoiroiieiresriseisrinens 341
6.7.31 - REDELIVERY BOND (AKA ENTRY BOND).............. 341
6.7.32 - STRIPPING (OF CONTAINERS)......ccooovvirvrrrerrrnnn, 341
6.7.33 = SUBSTITUTION .....iveeeeeeeeeeeeeeeeeeeeeee oo 341
6.7.34 - SUPERVISORY CHARGES .....c...ovoiiveiveeeeseresnrnes 341
6.7.35 - WAREHOUSE ENTRY (WE) .....vooveivereerreererssrennes 341

CHAPTER 6 EXHIBITS

6-1 NOTICE OF FDA ACTION....coeiiiiiiiiiiee e 342
6-2 FORM FDA 766 .....cooeiiiiiiiiiiie e 345
6-3 CHARGES FOR SUPERVISION FORM FDA 790 ........... 347
6-4 OASIS COLLECTION REPORT SCREEN. .........cccceovunenn. 348
6-5 IMPORT INVESTIGATION AFFIDAVIT .....ccoviiiiiiiiiin, 349

SUBCHAPTER 6.1 - IMPORTS

6.1.1 - AUTHORITY

Section 801 of the FD&C Act [21 U.S.C. 381] authorizes
FDA examination of foods, drugs, cosmetics, devices, and
tobacco products offered for entry into the United States.
Section 536 of the FD&C Act [21 U.S.C. 360mm]
authorizes refusal of radiation emitting products which fail
to comply with the requirements of Section 534 (h) of the
FD&C Act [21 U.S.C. 360kk (h)]. 19 CFR 151.4 of the U.S.
Customs regulations authorizes employees of FDA to
examine or take samples of entry goods released under
immediate delivery.

The procedures outlined in this chapter cover imported

goods subject to, but not limited to, the following

Acts/Regulations:

Federal Food, Drug, and Cosmetic Act (FD&C)

Fair Packaqging and Labeling Act

Nutrition Labeling and Education Act (NLEA)

Import Milk Act / Filled Milk Act

Federal Caustic Poison Act

Bioterrorism Act

Public Health Service Act, Part F, Subpart 1, Biologic

Products

8. Title 21 CFR Subpart E - Imports and Exports (1.83),
etc.
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9. Title 19 CFR Customs Duties (authority to sample
delegated by Custom Regulations, etc.)
10. Federal Cigarette Labeling and Advertising Act
11. Comprehensive Smokeless Tobacco Health Education
Act
12. Family Smoking Prevention and Tobacco Control Act

6.1.2 — IMPORT INVESTIGATIONS

Import operations, normally focus on entry review, field
examinations, and sample collections. However,
investigations are an essential tool in uncovering and
developing evidence documenting violations such as entry
misdeclaration, product substitutions, and “port shopping.”
Invaluable sources of information include: Import Alerts,
assignments from headquarters or other districts,
interagency cooperation and local intelligence.

When documenting these situations, your supervisor may
request a memo of investigation or an Establishment
Inspection Report (EIR) to be sent to the compliance
branch. Follow your district procedures, IOM Chapter 5
for preparation of the EIR and IOM Subchapter 8.1 and
8.10 for preparation of memorandums.

When examining, sampling, or following up on refused
imported products you may use an affidavit to document
the facts surrounding the situation. Refer to IOM 4.4.8
and Exhibit 6-5 for guidance on preparation of an affidavit.

6.1.3 - INVESTIGATIONS INVOLVING THE
IMPORTATION PROCESS

During the importation process, FDA personnel encounter
attempts to bypass proper FDA record review, inspection
and/or sampling as well as the willful attempt to import
goods known to violate the Act. In addition to FDA
detention, refusal, and placement onto an Import Alert,
FDA performs investigations and forwards the evidence
collected to support a recommendation for Customs and
Border Protection (CBP) sanction under Title 19 which
include administrative seizures, civil money penalties,
revocation of conditional release privileges, and bond
actions (liguidated damages, increases to bond amount,
requirement of single-transaction bond).

6.1.3.1 - Import Violation Patterns

The below investigational points should be covered to
promote a thorough investigation. Any given situation
may overlap into more than one pattern. While not an
exhaustive list, the following four patterns may be
encountered:

1. Failure to hold

2. Substitution

3. Importer misdeclaration
4. Filer misdeclaration

(See IOM 6.1.3.2)
(See IOM 6.1.3.5)
(See IOM 6.1.3.6)
(See IOM 6.1.3.7)
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6.1.3.2 - Failure To Hold

‘Failure to hold’ means that the goods have been
distributed by the importer/consignee without an FDA
release from import status. Please note that this is
defined as distribution without a release, not merely
moving the goods outside of the port area. FDA
personnel may encounter this situation at various points in
the importation process including initial exam/inspection,
sample collection, audit sample collection, reconciliation
examination after a health hazard finding, and verification
of a reconditioning. The following steps should be taken
on all failure to hold cases:

1. Collect entry documentation (CBP form 3461 or 7501,
invoice, packing list, bill of lading).

2. Determine distribution - collect and analyze pertinent
distribution records.

3. Determine who authorized the distribution.

4. Determine if the importer was aware of the health
hazard associated with the product.

5. Obtain the authorizing person’s explanation as to why
the goods were distributed. Items (1), (2), (3), (4), and
(5) should be covered in one or more affidavits.

6. Perform a data search via ORADSS or other means to
determine the importer’'s history and discuss relevant
findings with supervisory and compliance staff.

7. Coordinate with CBP the issuance of a Demand for
Redelivery (form 4647) if one has not already issued
per a refusal. Form 4647 can be issued for the
purposes of examination/sampling, not merely as a
result of an FDA refusal. In such circumstances, the
deadline for redelivery is 30 days instead of the 90
days post-refusal.

8. Determine the importer’s bond type and amount.

6.1.3.3 - Failure To Hold — Health Hazards —
Direct FDA Evidence

Distribution of goods where there is direct evidence of a
significant health hazard, such as an FDA finding of
Salmonella contamination in a ready-to-eat food entry,
should be regarded as a concern of the highest priority. In
addition to the eight common elements listed above, the
following additional step should be taken:

1. Consult with supervisory staff, compliance staff, and
the district's Recall and Emergency Coordinator as
needed to address retrieval from and/or notification to
the consignees, as well as consideration for any public
warning.

6.1.3.4 - Failure To Hold - Health Hazards —
Detention Without Physical Examination
(DWPE)

Distribution of goods where there is evidence of a
significant health hazard which only meets the
appearance of a violation evidentiary standard (the
standard under the 801(a) admissibility process) such as
an entry of a ready-to-eat food detained without physical
examination (DWPE) due to a history of Salmonella
contamination, should be regarded as a concern of high

priority. In addition to the eight common elements listed

above, the following additional steps should be taken:

1. Consult with supervisory staff and compliance staff as
needed to determine if the FDA should collect samples
for analysis.

2. Consult with supervisory staff, compliance staff, and
the district's Recall and Emergency Coordinator as
needed to address retrieval from and/or notification to
the consignees, as well as consideration for any public
warning.

6.1.3.5 - Substitution

Substitution is an attempt by the importer or importer's
agent to present goods to FDA as corresponding to a
particular entry when they are in fact not the goods from
that entry. FDA personnel may encounter this situation at
various points in the importation process including initial
exam/inspection, sample collection, audit sample
collection, reconciliation examination after a health hazard
finding, verification of a reconditioning, and redelivery
examination. Substitution may occur as an attempt to
hide distribution without FDA release (Failure to Hold).
The investigation may reveal negligence, gross
negligence or fraud. The following steps should be taken
when evidence of substitution is encountered:

1. Confirm that the goods are being presented to FDA as
corresponding to a particular entry. In some situations
you may only be able to show associated entry
documents to the importer or importer's agent and
request confirmation that the goods presented
correspond to that entry. Confirmation can be
accomplished by performing the following steps:

a. Collect all available evidence supporting the
presented goods were substituted. This may
include labeling, lot codes, and the condition of the
goods themselves. Photos are invaluable.
Examination of the entire shipment would minimize
the possibility the importer will be able to
successfully claim that the portion not examined
was in fact not substituted.

b. Collect all available evidence to show any attempt
to conceal the substitution. For example, in a
partially substituted entry the substituted goods are
in the center, bottom position on a pallet, or
placement of the substituted goods is in the front
position of the trailer.

2. Determine the importer's or importer's agent's
explanation for the discrepancies. Collect this in an
affidavit along with a description of the declared/actual
goods and the substituted goods.

3. Until it is determined otherwise, consider all
substitution cases to involve distribution of the actual
goods without FDA release. See IOM 6.1.3.2
FAILURE TO HOLD.

6.1.3.6 - Importer Misdeclaration

Importer misdeclaration refers to the importer’s provision
of incorrect and/or incomplete information to FDA and
CBP, usually via the filer. When FDA personnel encounter
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this situation it is usually during the initial examination or
sampling of the entry. It may be the case that the
investigation reveals negligence, gross negligence or
fraud. The following examples may apply:

1. The importer provides information to the filer that does
NOT include a product that is actually present in the
entry and as a result that product is not included in the
declaration (undeclared goods).

2. The importer provides the filer information that a
product is manufactured by firm X, when it is in fact
manufactured by firm Y. As a result, the filer declares
the product as manufactured by firm X (misdeclared
goods).

6.1.3.7 - Filer Misdeclaration

Although this section is oriented to filer interventions, it
must always be recognized the filer is the agent of the
importer and the importer is ultimately responsible. Filer
misdeclaration refers to the importer’s provision of correct
information to the filer who then files an erroneous entry to
Custom and Border Protection (CBP). The following
examples may apply:

1. The filer omits a product properly listed on the entry
invoice from the declaration (undeclared goods).

2. The importer provides the filer information that a
product is manufactured by firm X, but the filer
declares it as manufactured by firm Y (misdeclared
goods).

3. The importer provides an invoice to the filer that lists
product X but the filer declares product Y. When FDA
personnel encounter this situation it is usually during
the initial examination or sampling of the entry
(misdeclared goods).

4. The filer selects a food Process Identification Code
(PIC) for packaged food (which should only be
selected when no other PIC applies, per the
instructions of the FDA’s Product Code Builder on the
Web) when the broker does not have sufficient
information to determine if any other PIC applies
(misdeclared goods).

6.1.3.7.1 -
MISDECLARATION

REPEATED FILER

In the event a filer continues to mis-declare a product to
CBP or FDA and/or continues to introduce or present to
CBP or FDA any erroneous types of documentation which
may violate the FD&C Act; the following steps should be
taken:

1. Document what information was available to the filer to
file the entry. Collect any relevant records not already
obtained.

2. Document the undeclared or misdeclared products
through the collection of labeling and/or photos.

3. Obtain the filer's explanation for the discrepancies.
Collect this in an affidavit along with (1).

4. It may be necessary to also collect an affidavit from the
importer in some fact patterns. For example, if a filer
declares a cosmetic product code for fluoridated
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toothpaste because the importer failed to provide the

filer information about whether the toothpaste did or did

not contain fluoride, it may be necessary to collect that

information via an affidavit from the importer.

5. A Filer Evaluation should be conducted to examine
records and to determine the extent of the problem.
FDA should gather enough evidence to support a
possible broker penalty and the following should be
considered:

a. If the filer has no history of filing erroneous entries
to FDA, Districts should consider further training
and or placing the filer back to phase 1 filing status
and withhold a request to assess a broker penalty
against the filer.

b. If the filer has a history of filing erroneous entries to
FDA and the filer continues to disregard FDA's
attempts to provide guidance, train, and document
guidance provided of filing entries through the
Automated Broker Interface (ABI), FDA should
contact Customs and Border Protection (CBP) to
request a broker penalty be assessed against the
filer.

6.1.3.8 - Reporting Investigations Involving
the Importation Process

An investigational memo with supervisory endorsement
should be generated for all instances described under
IOM 6.1.3.1 (import violation patterns), IOM 6.1.3.7 (filer
misdeclaration), IOM 6.1.3.5 (substitution) and IOM 6.1.2
(import investigations). The memo should normally be
provided to supervisory staff for endorsement within ten
business days of the last investigational activity. The
memo should normally be endorsed by supervisory staff
within five business days. Memos that are endorsed for
regulatory consideration should then be forwarded to
Compliance for further follow-up. If no memo is generated,
then the importer and/or broker should be advised and
that advisement should be documented in accordance
with district policy.

SUBCHAPTER 6.2 - IMPORT
PROCEDURES

6.2.1 - SCOPE

The procedures in this section cover imported goods. Your
personal safety during any import procedures outlined in
this subchapter is important. For more information
concerning personal safety, see IOM 5.2.1.2.

6.2.2 - DIVISION OF AUTHORITY

FDA determines if an article is in compliance with the Acts
it enforces. It also determines whether or not the article
can be brought into compliance with the appropriate
statute and authorizes reconditioning for that purpose.

Supervision over the reconditioning is exercised by either
FDA or Customs as mutually arranged. At ports in
reasonably close proximity to an FDA office, supervision is
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ordinarily exercised by FDA. At remote ports supervision
may be exercised by Customs.

The refusal of admission, exportation, or destruction of
goods is carried out under the direction of Customs.
However, at some ports the actual supervision of the
destruction of violative goods may be conducted by FDA
pursuant to a local FDA/Customs agreement.

6.2.3 - ENTRIES

6.2.3.1 - Formal Entries

All articles offered for entry into the U.S. and subject to the
Acts enforced by FDA, with a value greater than $2000
(current), are considered formal entries. They are subject
to bond requirements, which include a condition for the
redelivery of the goods, or any part of it, upon demand by
Customs at any time, as prescribed for in the Custom's
regulations in force on the date of entry. (See section
801(b) of the FD&C Act [21 U.S.C. 381(b)], 19 CFR Part
113) The bond is filed with Customs which, in case of
default, takes appropriate action to effect the collection of
liquidated damages provided for in the bond after
consultation with FDA. (See 19 CFR Section 113.62(l) and
21 CER Section 1.97).

Notification of the Customs entry is generally
accomplished by electronic submission through the
Customs Automated Commercial System (ACS). Non-
electronic entries are submitted directly to FDA. Electronic
entries received by FDA may be subject to on screen
review (OSR) to determine if further action is needed, or if

full documentation must be submitted. For entries
requiring further review, FDA will be provided the
appropriate Customs Entry documents (CF

3461/3461ALT, commercial invoice, bill of lading and any
other relevant documents to aid in making an admissibility
decision), and which also document interstate commerce.
If an entry is not filed electronically, these documents will
be submitted to FDA at the time Customs entry is made, in
accordance with local port operations.

6.2.3.2 - Informal Entries

Normally, informal entries (value less than $2000
currently) do not require posting a redelivery bond. All
informal entries of articles subject to FDA jurisdiction,
entered electronically, are forwarded to FDA through the
Customs/FDA ACS interface. When FDA takes action on
an informal entry not filed electronically by the filer, FDA
personnel will input the informal entry into OASIS as a
manual entry. When taking FDA action with an informal
entry, Customs will be requested to convert it into a formal
consumption entry.

6.2.3.3 - Mail/Personal Baggage

In the case of imports by mail or personal baggage, FDA
districts should arrange for coverage with their local
Customs International Mail Office or border crossing
office. This should include agreements designating who is

responsible for coverage, when (how often), etc. Customs
is responsible for examination of personal baggage. If an
article subject to FDA review is encountered, the Customs
officer will determine if it should be brought to the attention
of the local FDA office. Personal importations meeting the
criteria of a formal entry will be processed in accordance
with normal non-electronic entries. Generally, since most
personal importations are small in size and value,
guidance has been developed for evaluating these
importations. (See RPM Chapter 9-2 "Coverage of
Personal Importations".)

"Section 321 entries" for Customs are those entries with a
value of $200 or less. Generally, this form of entry applies
to articles which pass free of duty and tax, as defined in
19 C.F.R. 101.1(0), and imported by one person. Customs
and FDA may conduct periodic "blitzes" to determine the
volume and type of FDA-regulated goods admitted under
"Section 321 entries." The use of the 321 entry process
should not apply to multiple shipments covered by a single
order or contract, sent separately for the express purpose
of securing free entry and avoiding compliance with
pertinent law or regulation.

6.2.3.4 — Import for Export (IFE) Entries

PRODUCTS IMPORTED UNDER THE PROVISIONS OF
SECTION 801(d)(3) OF THE FD&C Act [21 U.S.C. 381
(d)(3)]: Import For Export (IFE) Processing and Follow-Up

PURPOSE: To establish procedures facilitating the
uniform review of Import for Export (IFE) at the time of
entry and domestic follow up to insure articles entered as
Import for Export are either exported or destroyed but not
distributed domestically.

REFERENCES: Regulatory Procedures Manual Chapter
9-15, Federal Food, Drug, and Cosmetic Act

BACKGROUND: Section 801(d)(3) of the FD&C Act [21
U.S.C. 381 (d)(3)] allows the importation of certain
violative FDA-regulated articles into the U.S. on a
conditional basis that they are not for domestic
distribution. Those articles include human and veterinary
drugs (or their components); device components or
accessories, or other devices requiring further processing
for health-related purposes; and food additives, color
additives and dietary supplements including in bulk form.
They must be explicitly intended for further processing or
incorporation into other products and subsequent export.

Documentation required at the time of importation under
section 801(d)(3) of the Act [21 U.S.C. 381 (d)(3)]
includes:

A statement that article is intended to be further processed
or incorporated into a drug, biologics product, device,
food, food additive, color additive or dietary supplement
that will be exported under sections 801(e) or 802 of the
FD&C Act [21 U.S.C. 381 (e) or 382] or section 351(h) of
the Public Health Service Act (PHSA);
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Information to identify the manufacturer of the article and
each processor, packer, distributor, or other entity in chain
of possession from manufacturer to importer;

Such certificates of analysis as necessary to identify the
article, unless it is a device or falls under section 801
(d)(4) of the FD&C Act [21 U.S.C. 381 (d)(4)] - blood and
blood components;

In addition, an IFE applicable bond must be executed
providing for payment of liquidated damages in
accordance with CBP requirements.

6.2.3.4.1 — IFE ENTRY REVIEW

Import for Export entry procedures are as follows:

1. If electronic submission is made, it is unlikely all of the
information required under section 801(d)(3) FD&C Act
[21 U.S.C. 381 (d)(3)] will be provided electronically.
Districts should request the supporting documents (if
not already received from the broker or importer) by
setting an entry option of Documents Requested
(DRQ) and/or Entry Incomplete (DEF) on all entries
with IFE in the Affirmation of Compliance (AOC) field in
OASIS, or those suspected to be IFE, which lack
complete supporting documents.

2. If the entry is indeed an IFE entry and the AOC was
not included in the original entry, the entry reviewer
should modify the AOC field in OASIS to indicate “IFE”.
If the required documentation is not provided after a
DRQ, entry reviewers should take the appropriate
compliance follow-up, under the basis the required
IFE documentation was not provided to FDA at the
time of initial importation.

Districts should determine the appropriate time frame
for receiving the required IFE documents in particular
circumstances. It is anticipated three (3) days from the
DRQ or DEF notice will usually be adequate for the
required IFE documentation to be submitted. This is
because the broker may need to communicate FDA’s
requirement for documents to an importer. If all
required documentation is provided, the entry should
be given a “May Proceed”. NOTE: All documentation
supporting the IFE entry should be processed in
accordance with step 4 below.

If documentation is not adequate, the district should
issue a detention after review of the documentation, in
accordance with normal procedures outlined in the
RPM Chapter 9.

3. If the entry is marked IFE, but review of the entry
information or supporting documents indicates the
AOC was entered inappropriately, the entry reviewer
should note this in the entry remarks section.

4. Copy and attach all entry documentation and forward
to the FDA home district of the initial owner or
consignee, identifying the following:

FOREIGN MANUFACTURER/SHIPPER

ENTRY NO.

U.S.IMPORTER OF RECORD

INITIAL OWNER/CONSIGNEE

ARTICLE/PRODUCT

PooTo
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6.2.3.4.2 - DOMESTIC FOLLOW-UP OF IFE ENTRIES

The FDA home district of the initial owner or consignee

should:

1. Ensure the IFE Entry is copied from the list of IFE
shipments for the last 30 days which is generated by
the Division of Import Operations and Policy (DIOP).

2. Ensure supporting documents are sent to the
establishment file of the initial owner or consignee.

3. Ensure follow-up inspections are conducted within 6 - 9
months of the initial notification the firm is receiving an
IFE entry. All existing IFE entries for the firm should be
investigated during the initial IFE inspection. If the
product has not been “further processed” or
“incorporated” into product for export, the home district
should monitor the firm’s practices to ensure there is
no violation of the IFE provisions of the Act.

6.2.3.4.3 — IFE DOMESTIC INSPECTION GUIDANCE

When a firm is scheduled for inspection, you should:

1. Review the IFE entry documentation and/or follow-up
inspection information from the establishment file prior
to conducting the inspection.

2. Verify during the inspection the IFE article:

a. Was used to produce an exported product,

b. Was destroyed, or

c. Still under the firm’s control pending disposition. If
the article is pending disposition, verify a current
and valid Customs bond covering the article exists,
and the article is the same article that was offered
for entry.

If the article was exported or destroyed, you should
request the manufacturer's import, export, and/or
destruction records to verify the imported article was
further processed or incorporated into another product and
was exported in accordance with sections 801(e) or 802 of
the FD&C Act [21 U.S.C. 381 (e) or 382] or section 351(h)
of the PHSA, or destroyed. Please note, for drug products,
an initial owner or consignee may be allowed to retain a
sample of the imported article in order to comply with good
manufacturing practices (GMP) regulations concerning
sample retention.

Include in the Establishment Inspection Report or a memo
the status of the IFE product and if further follow-up is
required.

Following review and determination of the necessity of
further follow-up, forward the completed EIR or memo and
supporting documents to the District which initiated the
IFE follow-up.

Upon receipt of the completed IFE Follow-up, ensure the

following actions are taken:

1. Verify if further follow-up is needed. If so, schedule a
follow-up inspection. If further follow-up is NOT
needed, document the completed follow-up.

2. Any inspections identifying a prohibited act under
section 301(w) of the FD&C Act [21 U.S.C. 331 (w)]
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should be forwarded immediately to the district
compliance branch for regulatory action. See RPM
Chapter 9. In addition, a copy of the violative
inspection findings should be forwarded to DIOP
immediately.

6.2.3.5 - Prior Notice of Importation of Food
and Animal Feed

The Public Health Security and Bioterrorism Preparedness
and Response Act of 2002 (the Bioterrorism Act) requires
that FDA receive prior notice of food imported into the
United States. Most of the prior notice information required
by the final rule is data usually provided by importers or
brokers to CBP when foods arrive in the United States.
The Bioterrorism Act requires that this information also be
provided to FDA in prior to an imported article of food’s
arrival to the United States. FDA uses this data in advance
of the arrival to review and assess the prior notice data,
and determine whether to examine the imported food for
potential bioterrorism or significant public health risks.
Prior notice can be submitted either through ABI/ACS or
FDA's Prior Notice System Interface (PNSI).

6.2.3.5.1 - PRIOR NOTICE RECEPTION

Prior notice for food articles subject to the rule must be
received and confirmed electronically by FDA no more
than 15 days before the anticipated date of arrival for
submission made through the PNSI and no more than 30
calendar days before the anticipated date of arrival for
submission made through ABI/ACS, and as specified by
the mode of transportation below, no fewer than:

1. 2 hours before arrival by land by road

2. 4 hours before arrival by air or by land by rail

3. 8 hours before arrival by water

In addition, prior notice must be received and confirmed
electronically by FDA before food is mailed by
international mail. (The parcel must be accompanied by
confirmation of FDA receipt of prior notice.)

6.2.3.5.2 - PRODUCTS REQUIRING PRIOR NOTICE

Prior notice applies to food for humans and other animals
that is imported or offered for import into the United
States. For purposes of prior notice requirements, "food"
is defined by reference to section 201(f) of the Federal
Food, Drug, and Cosmetic Act. Section 201(f) defines
"food" as articles used for food or drink for man or other
animals, chewing gum, and articles used for components
of any such articles.

Examples of "food" include:

1. Dietary supplements and dietary ingredients

2. Infant formula

3. Beverages (including alcoholic beverages and bottled
water)

4. Fruits and vegetables

5. Seafood

6. Dairy products and eggs

7. Raw agricultural commodities for use as food or
components of food

8. Canned and frozen foods

9. Bakery goods, snack food, and candy (including
chewing gum)

10.Live food animals

11.Animal feeds and pet food

6.2.353 -
NOTICE

PRODUCTS EXCLUDED FROM PRIOR

Foods that are excluded from the prior notice requirement

are:

1. Food carried by or otherwise accompanying an
individual arriving in the United States for that
individual's personal use (i.e., for consumption by
themselves, family, or friends, and not for sale or other
distribution);

2. Food that is exported without leaving the port of arrival
until export;

3. Meat food products, poultry products and egg products
that are subject to the exclusive jurisdiction of the U.S.
Department of Agriculture (USDA) under the Federal
Meat Inspection Act, the Poultry Products Inspection
Act, or the Egg Products Inspection Act;

4. Food that was made by an individual in his/her
personal residence and sent by that individual as a
personal gift (i.e., for non-business reasons) to an
individual in the United States; and

5. Articles of food subject to Art. 27 (3) of the Vienna
Convention on Diplomatic Relations (1961), i.e.
shipped as baggage or cargo constituting the
diplomatic bag.

6.2.3.5.4 - PRIOR NOTICE SUBMISSION

The prior notice must be submitted electronically and
contain the following information in accordance with 21
CFR 1.281:

1. Identification of the submitter, including name,
telephone number, email address, and firm name and
address

2. ldentification of the transmitter (if different from the
submitter), including name, telephone number, emalil
address, and firm name and address. If the business
address of the individual submitting the prior notice is
a registered facility, then the facility’s registration
number, city, and country may be provided instead of
the facility’s full address.

3. Entry type and CBP entry identifier, if available

4. The identification of the article of food, including
complete FDA product code, the common or usual
name or market name, the estimated quantity
described from the largest container size to the
smallest package, and the lot or code numbers or
other identifier (if applicable)

5. If the food is no longer in its natural state (21 CFR
1.276(b)(8)), name of the manufacturer and either (1)
The registration number, city and country of the
manufacturer or (2) both the full address of the
manufacturer and the reason the registration number
is not provided
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6. If the food is in its natural state, the name of grower, if
known, and growing location

7. The FDA Country of Production

8. The identification of the shipper, express consignment
operators, carriers, other private delivery service or
sender’s if the food is mailed. This is to include the
name and full address of the shipper, if the shipper is
different from the manufacturer. If the address of the
shipper is a registered facility, the submitter may
submit the registration number of the shipper's
registered facility city and country instead of the
facility’s full address.

9. The country from which the article of food is shipped.
If the food is imported by international mail, the
anticipated date of mailing and country from which the
food is mailed

10. The anticipated arrival information (location, date, and
time). If the food is imported by international mail, the
U.S. recipient (name and address). If the article of
food is arriving by express consignment operator or
carrier, and neither the submitter nor transmitter is the
express consignment operator or carrier, and the prior
notice is submitted via PNSI, the express
consignment operator or carrier tracking number may
be submitted in lieu of the anticipated arrival
information. For post-refusal submissions, actual date
the article arrived is required

11. The identification and full address of the importer,
owner, and ultimate consignee, except for food
imported by international mail or transshipped through
the United States. If the business address of the
importer, owner, or ultimate consignee is a registered
facility, then the facility’s registration number also may
be provided in addition to the facility’s full address

12. The identification of the carrier and mode of
transportation, except for food imported by
international mail

13. Planned shipment information is applicable by mode
of transportation and when it exists. For food arriving
by express consignment operator or carrier, when
neither the submitter nor transmitter is the express
consignment operator or carrier, the tracking number
can be submitted in lieu of the Bill of Lading or Airway
Bill number and the flight number for prior notices
submitted via PNSI

14. The name of any country to which the article of food
has been refused entry.

6.2.3.5.5 - INADEQUATE PRIOR NOTICE SUBMISSION

Food that is imported or offered for import with inadequate
prior notice is subject to refusal and holding at the port or
in secure storage facility. FDA provided guidance to its
stakeholders and CBP staff on enforcing the prior notice
requirements in a Compliance Policy Guide, Prior Notice
of Imported Food Under the Public Health Security and
Bioterrorism Preparedness and Response Act of 2002 at
http://www.fda.gov/Food/FoodDefense/Bioterrorism/PriorN
otice/default.htm. This guidance, however, does not affect
FDA's ability to take actions that may be necessary,
including conducting inspections for food safety and
security concerns or taking any other action under the
Federal Food, Drug, and Cosmetic Act. This policy will
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also not affect the ability of Customs to assess penalties
under 19 U.S.C. 1595a(b) or to take enforcement action
under any other authority.

6.2.3.5.6 - PRIOR NOTICE PROCESS

The prior notice process begins with an automated
screening process. If additional evaluation of the prior
notice information is necessary, all review of prior notice
information is performed by the Prior Notice Center (PNC);
FDA headquarters staff, operating 24 hours a day, 7 days
a week. The review process is a manual review by the
PNC. It is designed to identify food products that may
pose serious risks to public health so that appropriate
action can be taken upon arrival in the United States. The
review process is not impacted by the method of
electronic submission. The results of this process will be
transmitted to CBP.

The PNC reviews and assesses the prior notice
information and may initiate an examination or other
action by FDA or CBP of the article of food at the port of
arrival or elsewhere, or in the case of rail shipments,
within the confines of the closest appropriate examination
site. The PNC will advise the FDA field offices and/or
Customs of the inspection requirements. The PNC is also
responsible for communication with submitters regarding
the compliance of prior notice, the initiation of refusal or
hold due to inadequate prior notices, the response to
requests for review of refusals or holds, and the
completion of the prior notice process.

In addition, the OASIS system review will determine if
further staff evaluation of the article of food is necessary
for admissibility determinations under section 801(a) of the
FD&C Act (e.g., subject to the guidance in an import alert).
If the food meets the prior notice requirements; the food
will be subject to further review by FDA staff for
determination of admissibility under section 801(a) of the
FD&C Act.

This admissibility examination may take place at the
border but may also take place at an examination site, a
public warehouse, or other appropriate locations. If FDA
determines that refusal under section 801(a) of the FD&C
Act is appropriate, the appropriate refusal procedures will
be used.

6.2.3.6 - Entry Processing

FDA district offices generally receive natification of all
formal and informal entries subject to FDA's jurisdiction at
ports of entry located in its territory. However, through the
use of Custom's Automated Commercial System and
FDA's Operational and Administrative System for Import
Support (ACS/OASIS) some electronic entries may be
forwarded to off-site districts for processing during certain
periods of time, i.e., late night coverage of air carrier hubs.

The most satisfactory and efficient means of getting
notification is through FDA's OASIS system. Electronic
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entries processed through this system are electronically
screened against criteria established by FDA for
coverage. Automated Broker Interface (ABI) filers using
the Customs ACS for cargo release are required to
provide FDA information on entries subject to its
jurisdiction submitted through ACS. The means of
receiving notification for non-ABI/OASIS entries can be
arranged through local Customs/FDA District agreements.

6.2.3.6.1 - U. S. CUSTOMS

Customs' ACS uses guides established by each Federal
agency to identify which commodities are subject to their
jurisdiction. These guides are known as Other
Government Agency (OGA) flags. FDA flags are identified
as FDO, FD1, FD2, FD3 and FD4.

FDO indicates the article, even though subject to FDA
regulation, may be released without further presentation of
entry information to FDA.

For entries flagged FD1 the commodity may or may not be
subject to FDA regulation. Electronic entries for the filer
may, based on information received from the importer
regarding the intended use of the commodity, specify the
entry is not subject to FDA regulation and "Disclaim" the
entry. Otherwise, FDA required information must be
submitted. FDA review of "Disclaimed” entries is
performed periodically to confirm the accuracy of the
declaration.

Entries covered by an FD2 flag must include FDA required
information.

FD3 indicates that the article may be subject to prior
notice under section 801 (m) of the FD&C Act and 21 CFR
Part 1, subpart I, e.g. the article has both food and non-
food uses. The filer may, based on information received
from the importer regarding the intended use of the
commodity, specify the entry is not subject to prior notice
and “Disclaim” the entry. If the product is an FDA
regulated product, but not a food, the entry can be
disclaimed from prior notice by using the affirmation of
compliance code “PND” in the entry.

FD4 indicates that the article is “food” for which prior
notice is required under section 801(m) of the FD&C Act
and 21 CFR Part 1, subpart 1. Entries covered by FD4
flag must include prior notice required information.

Electronic entries for Customs review includes all
mandatory Customs entry required information, i.e., entry
number, entry date, importer identification, port of entry,
vessel/voyage information, filer identification, Harmonized
Tariff System (HTS) code for product description,
information on foreign shipper, country of origin, etc.
Through the screening process in ACS, Customs
determines if the article is subject to FDA examination
(see OGA flag identifications above).

6.2.3.6.2 - FDA

FDA's electronic screening of the Customs ABI/ACS entry

requires the filer to provide the following information.

1. FDA product code. (FDA's product code is not the
same as the HTS codes used for Customs screening
purposes).

2. The "Manufacturer's Identification" (MID) code (a
Customs designation) of the foreign manufacturer. The
MID consists, at a minimum, of the 2 letter
identification of the foreign country, the name of the
foreign firm, generally made up of the first three letters
of the first and second names of the firm, where
applicable. Up to 4 numbers, if present in the address,
and the first three letters of the city where the firm is
located. This code is subsequently transmitted to
FDA's screen as the un-coded identified firm.

3. The MID information of the foreign shipper, including
city and country; which may or may not be the same as
the foreign manufacturer.

4. The country of origin; which may be different from the
country of origin identified for Customs purposes.

FDA has also established Affirmation of Compliance (A of
C) codes which are designed to provide FDA reviewers
with information concerning the imported article (example:
medical device listing number). Use of the A of C is
voluntary, and may or may not provide for a more
expeditious screening of the entry.

In OASIS, the FDA forms identified as: "Notice of
Sampling,” "Release Notice," "Notice of Detention and
Hearing," and "Notice of Refusal of Admission," are no
longer issued as specific forms. OASIS generates a
"Notice of FDA Action" providing information on the
actions taken regarding a particular entry line. The notice

identifies the specific line(s) of the entry, where
appropriate, with the description of the sample collected or
intended for sampling, specific line(s) identified as

detained, and/or the specific line(s) identified as released,
refused, etc. As the status changes for a particular line, a
new "Notice of FDA Action" is issued to advise the
appropriate individuals of the changes. The use of the
designation "Product Collected by FDA," "Detained,"
"Released,"” "Refused,” etc., or similar wording on the
"Notice of FDA Action,” meet the requirements of the
wording of the law and regulation when applied to "giving
notice thereof to the owner or consignee." See Exhibit 6-1.

OASIS notices are designed to be mailed to the
addressees. A copy of each notice is produced with the
filer, importer of record, and consignee on the addressee
line. (If the same firm acts in one or more of those
functions, only one copy is produced for the firm.) Notices
are official documents which provide FDA decisions on
entries. The distribution of the notices is made by FDA,
not the filer, to ensure proper notification to the parties
involved (i.e., FAX, express pick-up services, postal
service, etc.). The intention is for FDA to distribute to the
responsible firm without an intermediary.
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6.2.4 - SAMPLING

6.2.4.1 - Ports Covered by FDA

For electronic entry submissions, if the filer receives a
message indicating FDA review, the filer will provide
appropriate entry information to the FDA office having
jurisdiction over the port of entry. For those entries
submitted by paper, all appropriate entry documents
should be included with the package sent to the local FDA
office.

After evaluating the entry, if FDA decides to collect a

sample, the appropriate individuals/firms will be provided

with a Notice for Sampling and advised:

1. If the entry is to be held intact for FDA examination or
sampling;

2. Only those designated items need be held; etc.

6.2.4.2 - Ports not Covered by FDA

For those ports where Customs does not maintain its ACS
electronic entry process, and FDA does not generally
cover the port under its normal operating schedule, the
responsible FDA district office will coordinate coverage
with the responsible Customs Port manager to assure
FDA notification. If FDA decides to examine or sample
articles being entered through such a port, Customs, the
importer, and broker will be notified.

Generally, for these entries, examination and/or sampling
can take place at the point of destination. Under certain
conditions, however, FDA may ask Customs to collect a
sample at the point of entry for forwarding to the FDA
servicing laboratory. Appropriate information on the entry,
sample requirement, and requirements for holding the
entry will be provided to the Customs officials and importer
by the responsible district.

6.2.4.3 - Entry Sampling

If no examination or sample is requested, FDA will notify
Customs and the filer (who is responsible for notifying the
importer, or other designated parties). This electronic
notification is called a "May Proceed Notice". It indicates
the shipment may proceed without further FDA
examination. In the ACS/OASIS process, this may occur
as a result of the initial FDA/OASIS screening or after the
district performs an "On-Screen-Review".

NOTE: Since the article is allowed entry without FDA
examination, should the article, at a later time, be found in
violation of the law, the Agency is not prevented from
taking legal action because the article was allowed
admission by FDA without examination at the time of
importation. (See section 304(d) of the FD&C Act [21 USC
334(d)]

If an examination or sample is requested, FDA notifies
Customs, broker or filer, importer, or other designated
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parties. Notification is either through the electronic entry
system or other form of notification (Notice of FDA Action),
to hold the entry and will identify the specific product(s) to
be sampled, etc.

6.2.4.4 - Notice of Sampling

When a sample is collected by FDA, a Notice of FDA
Action is issued to the importer of record, consignee, and
filer. If Customs collects the sample for FDA, the district
will enter the entry information into OASIS and issue the
Notice of FDA Action.

For those entries where specific lines (items) of an entry
are not sampled or examined, the Notice of FDA Action
will be amended to indicate which lines (items) "May
Proceed.” (See RPM Chapter 9-19 "Notice of Sampling"
for detailed guidance.)

6.2.4.5 - Payment for Samples

The FDA will pay for all physical samples found in
compliance or collected as an audit of private laboratory
reports of analysis submitted to FDA in response to
detention (See 21 CFR 1.91). (NOTE: This does not apply
in the case of an audit sample collected to document
reconditioning). See IOM 4.2.8.2 for guidance on sample
costs.

Billing for reimbursement should be made to the FDA
district office in whose territory the shipment was offered
for import. FDA will not pay for a sample if the article is
initially found to be in violation, even though it is
subsequently released. For this reason, do not pay for
samples at the time of collection.

Samples taken in connection with the supervision of a
reconditioning are not paid for by FDA.

6.2.5 - PROCEDURE WHEN PRODUCTS
CANNOT BE SAMPLED OR EXAMINED

If the entry is still under control of the district inspection
operations, and the sample collection cannot be
completed, the district may annotate the notice to the filer
and importer no product was collected, and return the
entry to the flier designating the entry "May Proceed." If
the designated product was part of a multi-line entry
where other products were collected, the notice issued for
the other items sampled will be appropriately updated with
the release of the product not sampled.

In the OASIS system, when a notice is issued for the
collection or examination of a product, and neither
operation is accomplished, the filer will be advised through
a revised Notice indicating the article is given a "May
Proceed" status. The system will print a status of "May
Proceed" in the Line Summary and also print a detalil
section "Lines Which May Proceed."”
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In OASIS, the following are definitions used to describe
"May Proceed" or "Release" actions:

May Proceed: "Product may proceed without FDA
examination. FDA has made no determination the product
complies with all provisions of the Food, Drug, and
Cosmetic Act, or other related acts. This message does
not preclude action should the products later be found
violative." (No compliance decision has been made.)

Release: "The product is released after FDA examination.
This message does not constitute assurance the product
complies with all provisions of the Food, Drug and
Cosmetic Act, or other related Acts, and does not preclude
action should the product later be found violative." (A
compliance decision has been made.)

Districts will follow the appropriate guidance under each of
the above procedures, according to their import
operations.

6.2.6 - PROCEDURE WHEN NO VIOLATION IS
FOUND

If the shipment is found in compliance after examination,
the importer of record, consignee (where applicable), filer,
and Customs are notified with a Notice of Release. The
shipment may be admitted. (See RPM Chapter 9-5
“Release Notices" for detailed guidance).

6.2.7 - PROCEDURE WHEN VIOLATION IS
FOUND

6.2.7.1 - "Notice of Detention & Hearing"

If examination of the sample or other evidence indicates
the article appears to be in violation, and detention is the
course of action chosen by the district, the filer, owner and
consignee, where applicable, are advised of such action
by "Notice of Detention and Hearing." The Notice will
specify the nature of the violation charged and designate a
site for the owner or consignee (or authorized
representative) to appear at a hearing. These hearings are
informal meetings with the district, designed to provide the
respondents an opportunity to present evidence
supporting admissibility of the article. Ordinarily the
respondents are allowed 10 working days to appear.
However, if for some compelling reason the district
determines ten (10) working days are insufficient; this time
period may be extended. On the OASIS generated "Notice
of FDA Action", this date is identified under the caption
"Respond By". A copy of this Notice is also sent to
Customs. (See RPM Chapter 9-7 "Notice of Detention and
Hearing".)

6.2.7.2 - Response to "Notice of Detention &
Hearing"

Response to the Notice of Detention and Hearing may be
made personally, by representative or by mail. The
importer may present evidence supporting the
admissibility of the article, request refusal of admission,
propose an effective manner of reconditioning, or a
method to remove the product from the authority of the
FD&C Act.

6.2.7.3 - Request for Authorization to Relabel
or Perform Other Acts

FDA may authorize relabeling or other remedial action
upon the timely submission of an "Applic