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9-1 Import Procedures

Reminder: The statements in this chapter are intended only to provide operating
procedures for FDA personnel and are not intended to create or confer any rights,
privileges, or benefits on or for any private person.

9-1-1 SCOPE AND PURPOSE

The procedures outlined in this document cover imported merchandise subject to, but
not limited to, the following Acts/Regulations:

e Federal Food, Drug, and Cosmetic Act as amended (FFDCA or the Act)
e Fair Packaging and Labeling Act

e Import Milk Act/Filled Milk Act

» Federal Caustic Poison Act
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e Radiation Control for Health and Safety Act

e Public Health Service Act, Part F, Subpart 1, Biological Products

e Federal Cigarette Labeling and Advertising Act

e Comprehensive Smoking Tobacco Health and Education Act of 1986
e Title 21 CFR, especially Part 1, Subpart E - Imports and Exports

e Title 19 CFR Customs Duties, especially Part 141, et. seq. dealing with import
procedures.

The purpose of this chapter is to provide an overview of import procedures for articles
subject to the laws and regulations enforced by the Food and Drug Administration
(FDA). The chapter also includes an overview of laws and regulations enforced by the
United States Customs and Border Protection (CBP), as they relate to importation of
articles regulated by FDA.

The statements in this chapter represent the Agency's current thinking on the
application of the Import Procedures as identified by current law and regulation. It is
intended only to provide operating procedures for FDA personnel and does not confer
any rights on or for any private person, and does not operate to bind FDA or the public.

9-1-2 Division of Authority

Primary responsibility for administering the nation’s laws relating to import, export and
the collection of duties is given to CBP, an agency within the Department of Homeland
Security. FDA, however, is responsible for determining whether or not an article offered
for importation is in compliance with or in violation of the acts enforced by FDA. This
includes the responsibility of determining whether or not a violative article may be
brought into compliance with the appropriate statute and/or regulations, and authorizing
reconditioning in order to bring the article into compliance.

In order to fulfill their respective responsibilities, CBP and FDA must work in close
cooperation. For example: the refusal of admission, and subsequent re-exportation, or
destruction of merchandise found to be in violation of the FFDCA and other Acts
enforced by FDA is generally carried out under the direction of CBP, except for drugs
that are subject to administrative destruction, which are destroyed by FDA and not by
CBP. Additionally, at some ports actual supervision of destruction of violative
merchandise may be conducted by FDA pursuant to a local FDA/CBP agreement. In
addition, supervision of reconditioning plans is exercised by either FDA or CBP as
mutually arranged by FDA personnel. At ports in reasonably close proximity to an FDA
office, such supervision is ordinarily exercised by FDA. At remote ports, such
supervision is ordinarily exercised by CBP.

MAN-000012 Page 7 of 115 VERSION 01



Regulatory Procedures Manual October 2020 Chapter 9 Import Operations and Actions

9-1-3 ENTRIES

Entry Processing

The responsible FDA office receives notification from CBP of all formal and informal
entries of articles under FDA jurisdiction at ports of entry located in the office's
responsibility. Through the use of CBP's Automated Commercial
Environment/International Trade Data System (ACE/ITDS), currently the sole CBP-
authorized Electronic Data Interchange (EDI) system for entries that contain FDA-
regulated articles and FDA's ACE/Operational and Administrative System for Import
Support (ACE/OASIS) some electronic entries may be forwarded to off-site offices for
processing during certain periods of time, e.g., late night coverage of air carrier hubs.
Automated Broker Interface (ABI) Filers using ACE for cargo release are required to
provide FDA with information on entries submitted through ACE. The means of
receiving notification for paper entries can be arranged through local CBP/FDA
procedures.

The most satisfactory and efficient means for FDA to receive notification is through
FDA's electronic entry system, the Operational and Administrative System for Import
Support (OASIS). Entries processed through this system will be electronically screened
against criteria developed by FDA.

Electronic entries include all required CBP entry information, including entry number,
entry date, importer identification, port of entry, vessel/voyage information, filer
identification, Harmonized Tariff Schedule (HTS) code(s) for product described in
importing documents (tariff code), information on foreign shipper, country of origin
guantity, and value. Through the screening process in ACE, CBP determines if the
article is subject to FDA jurisdiction.

The CBP ACE uses specific codes within ACE to help it identify which articles are
subject to which agency's jurisdiction. These codes are known as "other government
agency" (OGA) flags. FDA flags are "FDO", "FD1" and "FD2". FDO indicates that FDA
has determined the article, even though subject to FDA's laws and regulations, is
acceptable for CBP release without further presentation of entry information to FDA.

e For entries flagged FD1, the article may or may not be subject to FDA regulation.
The filer may, based on information received from the importer regarding the
intended use of the article, specify that the entry is not subject to FDA regulation
and "Disclaim” the entry. Otherwise, information required by FDA laws and
regulations must be submitted. FDA will periodically review "Disclaimed" entries
to confirm the accuracy of the declaration.

e Entries covered by an FD2 flag are considered subject to FDA jurisdiction and
must include information required by FDA laws and regulations.

Note: As of this update additional "other government agency" (OGA) flags have been
added. If necessary, additional information on OGA flags can be obtained by contacting
OEIO.
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FDA's electronic screening of the CBP ABI/ACE entry requires the filer to provide the
following additional information:

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

(2) The MID code of the foreign manufacturer (MIDs are used by Customs as the
"Manufacturer's Identification”, and it has now been extended to cover all
foreign firms). The MID includes, at a minimum, the two- letter identification of
the foreign country, the name of the foreign firm (which is generally made up of
the first three letters of the first and second names of the firm, where
applicable), up to 4 numbers of the firms address, 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 name of the
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 CBP purposes).

FDA has also established Affirmation of Compliance (A of C) codes which provide FDA
employees with information concerning the article offered for import (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 will instead generate a "Notice of FDA Action," which will
provide more specific information on the actions taken broken down by each entry line
(e.g., "sample collected" or "intended for sampling”, "detained"”, "released", or
"refused"”). As the status changes for a particular line, a new "Notice of FDA Action” will
be issued to advise the appropriate individuals of the changes. For non-mail shipments,
which includes parcels not received through the International Mail Facilities via the
United States Postal Service, the use of the designation "Product Collected by FDA,"
"Detained,” "Released,” "Refused," or similar language on the "Notice of FDA Action,”"
should be considered as satisfying the requirements of the law for "giving notice thereof
to the owner or consignee." See 21 USC 381(a).

For drugs received through the International Mail Facilities that are subject to
administrative destruction, the designation “Detained — Subjection to Refusal and
Administrative Destruction,” and "Refusal of Admission and Administrative Destruction,”
and the resultant issuance of a notice to the owner or consignee may also be used to
satisfy the requirements of the law for "giving notice thereof to the owner or consignee."
See 21 USC 381(a).
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For articles received through the International Mail Facilities the use of the designation
"Product Collected by FDA," "Detained — Subject to Refusal,” "Released,"” "Refusal of
Admission— Return to Sender,"” or similar language on the "Notice of FDA Action," and
the resultant issuance of a notice to the owner or consignee should be considered as
satisfying the requirements of the law for "giving notice thereof to the owner or
consignee." See 21 USC 381(a).

An example of a "Notice of FDA Action” showing various decisions for products in an
entry is attached to this chapter as Exhibit 9-6.

OASIS notices will usually be mailed to the addressees listed on the Notice. A copy of
each notice is produced for the filer, importer of record, and consignee designated on
the entry. (If the same firm fills one or more of those functions, only one copy is
produced for the firm.) Notices are official documents communicating FDA decisions on
entries. The distribution of the notices should be 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 key is for FDA to distribute to the responsible firm directly without an
intermediary.

Formal Entries

All articles offered for import into the U.S. (entries) that have a value greater than $2500
(or such higher amount as the Secretary of the Treasury may set by regulation) are
considered by CBP to be formal entries. Entry procedures for formal entries are set
largely by statute, the most important requirement of which is a bond. Under the terms
of a formal entry bond, imported articles may be unconditionally released to importers
pending a determination of the admissibility and amount of duty to be paid on the
articles. The bond requires importers to redeliver the articles to CBP, upon demand of
CBP at any time; for example, to allow FDA sampling or for re-exportation following
refusal of admission. If the importer fails to redeliver the goods, CBP, after consultation
with FDA, may institute proceeding to collect the liquidated damages provided for in the
bond. See 19 CFR 113.62 and 21 CFR 1.97.

Generally, importers notify CBP of an entry by the electronic submission of information
to the CBP ACE/ITDS. The information is forwarded to FDA through ACE. FDA can
then review the entry on screen to determine if further action is needed, or if additional
paper documentation must be submitted. If FDA requires further documents for review,
the filer (or importer, where appropriate) will provide FDA with copies of the CBP Entry
documents (CBP 3461/33461ALT, or other CBP entry forms) and other documents,
such as a copy of the invoice. If an entry is not filed electronically, the accompanying
documents will be submitted directly to FDA at the time CBP entry is made in
accordance with local port operations. Note: As of July 2016, all entries of FDA-
regulated articles filed electronically are automatically forwarded to FDA through ACE

Note: the FD 700 set (Importers Entry Notice) and FD 720 set (Land Port Entry Notice)
are no longer used for FDA notification. In lieu of these forms, CBP entry documents
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(CBP 3461/3461ALT/7501 or alternate), along with appropriate commercial documents
and/or other required documents, will be submitted to FDA.

CBP forms are available on the CBP site (link).
Informal Entries

Under current CBP procedures, entries with a value of $2500 or less (or such higher
amount as the Secretary of the Treasury may set by regulation) do not require posting a
redelivery bond. All informal entries of articles under FDA jurisdiction that are entered by
filers electronically will be forwarded to FDA through the CBP/FDA ACE interface.
Informal entries not filed electronically will be processed by FDA for admissibility using
the same criteria as non- electronic formal entries.

When informal entries that include articles under FDA jurisdiction are to be sampled, or
FDA believes the articles may be in violation of FDA law, FDA may request CBP
convert the informal entry into a formal entry, which requires the posting of a redelivery
bond. "Section 321 entry" is a term CBP uses for those entries with a value of $800 or
less. These entries have a fair retail value of $800 or less, as evidenced by the bill of
lading (or other document filed as the entry). They pass free of duty and tax, and are
imported by one person on one day. 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 laws or
regulations.

Mail/Personal Baggage

In the case of articles imported by mail or in personal baggage, FDA offices should
develop procedures with their local CBP International Mail Office or border crossing
office to cover such products. The procedures should set out such information as who is
responsible for coverage and when.

CBP is responsible in the first instance for examination of personal baggage. If, in the
course of their examination of an individual's personal baggage, CBP determines the
individual is entering a product subject to FDA review, the CBP officer will determine if
the article should be brought to the attention of the local FDA office. Personal
importations meeting the criteria of entry will be processed in accordance with
procedures for non-electronic entries. Generally, since most personal importations are
small in size and value, procedures have been developed for evaluating these
importations. See RPM subchapter 9-2 "Coverage of Personal Importations.”

Voluntary qualified Importer Program
FDA will work with CBP to expedite entry into the United States for Voluntary Qualified

Importer Program (VQIP) foods. FDA sets screening in its Predictive Risk-based
Evaluation for Dynamic Import Compliance Targeting (PREDICT) import screening tool
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to recognize shipments of food which are the subject of an approved VQIP application.
PREDICT is designed to validate the VQIP supply chain information provided at the
time of entry and recommend the shipment be may proceeded immediately after the
receipt of entry information, unless examination and/or sampling are necessary for
public health reasons. A “may proceed” recommendation from PREDICT will typically
result in the line being may proceeded without going to a FDA reviewer for processing
(referred to as "a system may proceed").

9-1-4  SAMPLING
Ports Covered by FDA

Most ports of entry into the U.S. are covered by FDA personnel, acting in cooperation
with CBP. At these ports, where electronic entry submissions are filed, filers receiving a
message indicating FDA review is required will provide appropriate additional entry
information to the FDA office in whose territory the port of entry is located. For those
entries submitted by paper, all appropriate entry documents should be included with the
package sent to the local FDA office.

After the entry has been evaluated and a decision for additional documentation is made,
FDA will take appropriate action. If FDA decides to collect a sample, it will provide the
filer, importer, owner and/or consignee, where appropriate, with a Notice of Sampling
and advise:
(1) whether the entry is to be held intact for FDA examination or sampling; or,
(2) specify only those items that need be held.

Generally, when FDA wishes to sample, it will be acting upon its authority in the
Customs regulations (19 CFR 151.4) to collect its own samples for examination.

Ports not Covered by FDA

There are a number of ports where CBP does not maintain its ACE electronic entry
process and FDA does not generally cover the port under its normal operating
schedule. To cover these ports, the responsible FDA office will coordinate coverage
with the responsible CBP Port manager to ensure FDA notification. If FDA decides to
examine or sample articles offered for import through such a port, CBP, 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 CBP to collect a sample
at the point of entry and forward it to the FDA servicing laboratory. Appropriate
information on the entry, sample requirement, and requirements for holding the entry
will be provided to the CBP officials and importer by the responsible FDA office.
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Entry Sampling

FDA may request an examination or sample of articles under its jurisdiction. If no
examination or sample is requested, FDA will notify CBP and the filer, who is
responsible for notifying the importer or other designated parties. This is referred to as a
"May Proceed Notice," and indicates that the shipment may proceed without further
FDA examination. In the ACE/OASIS process this may occur as a result of the initial
FDA/OASIS screening prior to the information being forwarded to the office
representative, or after the responsible office performs an "On- Screen-Review" of the
information provided.

Note: Should the article, at a later time, be found in violation of the law, FDA is not
prevented from taking legal action (e.g., seizure, injunction) because it allowed
admission of the article without examination at the time of importation.

If FDA requests an examination or sample, FDA will notify CBP and the broker or filer,
importer, or other designated parties through the electronic entry system or other form
of notification (e.g., Notice of FDA Action) of its intent to sample, requesting the relevant
party to hold the entry. FDA will indicate the specific articles to be sampled.

Notice of Sampling

Whenever FDA intends to sample an article offered for import, it issues a Notice of
Sampling to the importer of record, consignee, and filer of its intent to sample the article.
Where an entry is manually processed, a copy of the Notice of Sampling may or may
not be issued to CBP, depending on local FDA/CBP agreement. Where an entry is
processed electronically and CBP collects the sample for FDA, the office will input the
information of the entry/sample into OASIS and provide the Notice of Sampling to the
importer of record, consignee, and filer specifying which articles were sampled.

For those entries where specific entry lines are not sampled or examined, the Notice of
FDA Action will be amended to indicate which entry lines are "May Proceeded.” See
RPM subchapter 9-21 "Notice of Sampling" for procedures.

Payment for Samples

The FDA will pay for all physically sampled articles found to be in compliance with the
requirements of the Act and applicable regulations (21 CFR 1.91). In addition FDA will
pay for samples collected as FDA audits of private laboratory reports of analysis
submitted to FDA in response to a detention when the article is found to be in
compliance. FDA does not pay for samples taken in connection with the supervision of a
reconditioning.

Where an owner or consignee seeks reimbursement it shall bill the FDA office

responsible for the shipment was offered for import. FDA will not pay for a sample if the
article is initially found to be in violation, even if the article is subsequently released.
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Procedure When no Violation is Found

If the article is found to be in compliance after examination, the importer of record,
consignee (where applicable), filer, and CBP are notified by a Notice of Release that the
article may be admitted as far as FDA is concerned. See RPM 9-7 subchapter 9-7
"Release Notices" for procedures.

Procedure When Products Cannot Be Sampled or Examined

Under certain circumstances, FDA decides not to sample or examine articles offered for
import. In these cases, if the entry is made through ACE/OASIS, the shipment should
be "May Proceeded" through OASIS; if a manual (paper) entry, the shipment should be
released by issuance of a paper "Notice of Release.” The paper "Notice of Release"
should be annotated to indicate that the article is "May Proceeded" and that FDA has
made no determination as to the article's compliance with the Food, Drug, and Cosmetic
Act, or other related acts or regulations.

In the OASIS system, if a notice is issued for the collection or examination of an article
and the sample is not collected, or where an examination of the sampled article could
not be accomplished, the filer will be so advised through a revised Notice of FDA Action
indicating the article is "May Proceeded.” The system will print a status of "May
Proceeded" in the Line Summary and also print a detail section "Lines Which May
Proceed." If the article FDA chose not to sample was part of a multi-line entry where
other articles were collected for examination, the Notice of FDA Action automatically
updates the status of the other articles not released.

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 article 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 article later be found violative." (A compliance decision has been
made.)

FDA offices will follow the appropriate instruction under each of the above procedures
according to their import operations.

Voluntary qualified Importer Program
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FDA will limit examination and/or sampling of VQIP food entries to “for cause” situations
(i.e., when the food is or may be associated with a risk to the public health), to obtain
statistically necessary risk-based microbiological samples, and to audit VQIP. In the
examination and/or sampling circumstances identified, FDA will attempt, to the extent
possible, to examine an entry and collect samples at the VQIP food destination or other
location preferred by the VQIP importer. If exportation is warranted, FDA will assist in
fulfilling an importer’s request to U.S. Customs and Border Protection (CBP) to export
from the port preferred by the importer. FDA will expedite its laboratory analysis of “for
cause” or audit samples of VQIP entries, to the extent possible in accordance with
public health priorities.

Unless directed by assignment or specific sampling instructions from the VQIP Team,
VQIP sample collection should occur in Domestic/Import (D/I) status.

9-1-5 PROCEDURES WHEN VIOLATION IS FOUND FOR PRODUCTS THAT ARE
NOT SUBJECT TO ADMINISTRATIVE DESTRUCTION

For the procedures regarding administrative destruction of products determined to be
drugs valued at $2500 or less see sections 9-3 “Notice of FDA Action — Detained for
Mail Shipments” and_9-4 “Notice of Refusal of Admission and Administrative Destruction
for Mail Shipments”.

"Notice of Detention & Hearing"

Examination or sampling of an article offered for import may indicate that the article
appears to be in violation of the Act (e.g., section 801(a)), or may be subject to refusal
of admission under acts and regulations enforced by FDA. If, after examination or
sampling, detention is the chosen course of action, the filer, owner, and consignee
where applicable are issued a "Notice of FDA Action - Detained" that shall specify the
nature of the violation charged. The owner or consignee is entitled to appear before the
FDA and have the right to introduce testimony in support of admissibility of the article in
accordance with Section 801(a) of the FFDCA and FDA regulation 21 CFR 1.94. As a
result, the "Notice of FDA Action - Detained" shall designate a place for the owner or
consignee (or authorized representative) to provide testimony as to the admissibility of
the article. Introduction of testimony by the owner or consignee for Agency review and
consideration can be submitted via multiple forms including a telephone conversation, a
facsimile, mail, or email, and does not have to be introduced in person. However, an in-
person hearing will be scheduled if requested by the owner or consignee. It has
generally been FDA's procedure to give the owner or consignee 10 working days from
the date on the notice to provide FDA with testimony or evidence. However, if for some
compelling reason the responsible FDA office determines that 10 working days is
insufficient, such as inordinate mail delays due to holiday mailings, this time period may
be extended. On the OASIS generated "Notice of FDA Action", this date is identified as
the date to "Respond By". A copy of this Notice is also sent to CBP. See RPM
subchapter 9-9 "Notice of FDA Action — Detained for Non-Mail Shipment" for
procedures.
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Request for Authorization to Relabel or Perform Other Acts

In addition to presenting evidence as to the admissibility of the article, the importer may
propose a manner in which an article, detained under section 801(a)(3), can be brought
into compliance with the Act or be removed from coverage under the Act ("rendered
other than a food, drug, device or cosmetic"). As provided for under 801(b) and 21 CFR
1.95, FDA may authorize relabeling or other action upon the timely submission of an
"Application for authorization to relabel or recondition non-compliant articles" Form
FDA-766" (“Importer’s Certificate”) or another appropriately completed notice (such as a
letter), and the execution of a good and sufficient bond ("CBP redeliver bond") by the
owner or consignee (see 21 USC 381(b)). The redelivery bond remains on file with the
District Director of CBP for the particular importation. The bond applies to any relabeling
or other authorized action, and a new bond will not have to be filed.

After review of the application to relabel or recondition, FDA will notify the importer of its
approval or disapproval. If approved (see 21 CFR 1.96 "Granting of authorization to
relabel and recondition"), the conditions to be fulfilled, and the time limit within which to
fulfill them will be noted. The original application will be sent to the applicant. Notification
to other parties will be made where appropriate. A copy will be retained in the files of the
FDA responsible office. See RPM subchapter 9-10 "Response (Hearing) to Notice of
EDA Action — Detained for Non-Mail Shipments", and RPM subchapter 9-12
"Reconditioning" for procedures.

Inspection After Completion of Authorization to Bring Article into Compliance

After the relabeling or reconditioning operation has been completed, the applicant will
submit the "Importer's Certificate" (page two of the Form FDA-766) or provide the FDA
responsible office with such notification of completion of the reconditioning. At this point
FDA may conduct a follow-up inspection and/or sampling to determine compliance with
the terms of the authorization, or may accept the statement from the importer with no
further follow-up. The follow-up inspection and/or sampling may be made by an officer
of FDA or CBP, depending on the location of the reconditioning and agreements
between the FDA responsible office and the local CBP office. The "Report of
INVESTIGATOR/INSPECTOR" (page two of the Form FDA-766, or other appropriately
completed summary of reconditioning) shall be completed by the inspecting officer and
forwarded to the appropriate FDA office.

Procedure When Conditions of Authorization Have Been Fulfilled

If the conditions of the authorization to relabel or recondition have been fulfilled, the
FDA responsible office will notify the owner or consignee through a Notice of Release
indicating that the admissible portion of the article is no longer subject to detention or
refusal of admission. This notice is usually identified as "Originally Detained and Now
Released." A copy of the Notice is also sent to CBP and the filer. Where there is a non-
admissible portion of the article (rejects), the portion must be destroyed, or re-exported
under FDA or CBP supervision. A Notice of Refusal of Admission should be issued for

MAN-000012 Page 16 of 115 VERSION 01


http://www.fda.gov/media/71537/download
http://www.fda.gov/media/71537/download
http://www.fda.gov/media/71537/download
http://www.fda.gov/media/71537/download

Regulatory Procedures Manual October 2020 Chapter 9 Import Operations and Actions

the rejected portion, with copies distributed to the same parties receiving the Notice of
Release. Normally, FDA will include in its approval of the reconditioning a provision for
any non-admissible portions (rejects) of the reconditioned article be destroyed that
should not be permitted to be exported.

Procedure When Conditions of Reconditioning Have Not Been Fulfilled.

If an importer's initial attempt at relabeling or reconditioning is not successful, FDA
should not consider a request for authorization for a second relabeling or reconditioning
unless the authorization includes a change or adjustment from the original authorized
method, and the applicant provides reasonable assurance that the second attempt will
be successful. If the importer fails to fulfill conditions of an authorization, FDA issues a
"Notice of Refusal of Admission"” to the importer, consignee, where applicable, and the
filer, with a copy of the Notice to CBP.

Procedure After Hearing - "Notice of Release"

After the hearing on admissibility, the FDA responsible office may determine that the
article does not appear to be in violation and should be released. In this situation, the
importer of record and consignee are issued a "Notice of Release" for the detained
article. The Notice will indicate that the detained article is no longer subject to detention
or refusal of admission. The Notice will also be identified "Originally Detained and Now
Released" and, where appropriate, explain the reason for the change of action. A copy
of the Notice is sent to CBP, and all parties receiving the Notice of Sampling/Notice of
Detention. See RPM subchapter 9-7 "Release Notice" for procedures.

Procedure After Hearing - "Refusal of Admission"

If, after consideration of all evidence, the FDA responsible office decides that the
articles still appear to be in violation, the articles may be refused admission. In this
situation, FDA notifies the importer, owner, and consignee, where applicable, by issuing
a "Notice of Refusal of Admission.” On this Notice, FDA states the charge(s) exactly as
shown on the original (or amended) Notice of FDA Action - Detained. A copy of the
Notice is also sent to CBP. See RPM subchapter 9-11 "Notice of FDA Action - Refusal
of Admission" for procedures.

If an article is refused admission, such article must be destroyed or exported under
CBP's supervision within 90 days of receiving the Notice of Refusal (see 21 USC 381),
or within such additional time as specified by CBP. The FDA file for the import remains
open until the FDA responsible office receives natification, usually from CBP, indicating
that the article was either destroyed or exported.

Some local FDA and CBP offices have developed combination Notice of Refusal of

Admission and Notice of Redelivery documents. At this time, use of the combined
Notice of Refusal of Admission and Notice of Redelivery has not been approved for
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national applications. Until the format of combined notices is authorized, FDA
responsible offices should continue to follow local procedures as instituted.

Under the OASIS procedures for issuing the Notice of Refusal of Admission, the notice
will contain language which includes the reference to the requirement for redelivery. The
notice will contain all the above required information concerning the product and
charge(s) and will also include the following statements

"A request has been made to CBP to order redelivery for all the above
product(s), in accordance with 19 CFR 141.113, which were conditionally
released to you under terms of the entry bond. Failure to redeliver to CBP
custody will result in a claim for liquidated damages under the provisions of the
entry bond."

"These products must be exported or destroyed under CBP supervision within 90
days from the date of this notice, or within such additional time as the District
Director of CBP specifies. Failure to do so may result in destruction of the
products. Distribution of the products may result in their seizure and/or injunction
or criminal prosecution of persons responsible for their distribution.”

Voluntary qualified Importer Program

If exportation is warranted, FDA will assist in fulfilling an importer’'s request to U.S.
Customs and Border Protection (CBP) to export from the port preferred by the VQIP
importer.

Revocation of VQIP benefits:

e |If FDA obtains credible evidence that the VQIP importer participated in smuggling or
other fraudulent activities such as declaring an entry as a VQIP food when it is not,
FDA will immediately revoke participation in VQIP. The Notice of Immediate
Revocation will identify FDA’s reason(s) for revoking participation in VQIP. If the
VQIP importer believes revocation was in error, it may contact FDA upon receipt of
this notice. VQIP participation and, thus, VQIP benefits will immediately cease for all
VQIP foods on the day that FDA sends the Notice of Immediate Revocation. Unless
it is determined based on a review of the evidence submitted by the VQIP importer
that the revocation was enacted in error, FDA will not reinstate participation in VQIP
for the remainder of the VQIP fiscal year. FDA will not approve VQIP applications
for subsequent years, unless the VQIP importer provides sufficient evidence of
affirmative steps to ensure that fraudulent activity does not occur again. Divisions
should refer to section 9-16 Priority Enforcement Strateqy for Problem Importers
when dealing with VQIP importers or other individuals who engage in business
practices that appear designed to evade the lawful regulation of imports.

e If FDA finds deviations indicating the participant does not continue to meet one or
more of the eligibility requirements to participate in VQIP, we will send an
electronically generated Notice of Intent to Revoke participation in VQIP. The Notice
of Intent to Revoke will identify FDA'’s reason(s) for intending to revoke participation
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in VQIP and will indicate that the VQIP importer has 30 days to make and provide
evidence of the corrections to the VQIP team. The VQIP team will be available via
phone, email, or via the VQIP FURLS Portal. Benefits will continue for those 30
days unless FDA believes there is a risk to public health, in which case FDA will
notify the VQIP importer via the Notice of Intent to Revoke.

If all corrections cannot be made within 30 days, the VQIP importer can submit a
corrective action plan that includes detailed steps and a time line for making
corrections. FDA will verify the corrective actions by conducting an inspection or by
reviewing documentation of the corrective actions, whichever is appropriate. If the
VQIP importer does not respond or does not submit an adequate corrective action
plan within 30 days, FDA will revoke participation in VQIP. Revocation of benefits
will be effective on the date on which FDA sends the Notice of Revocation email.

If after revocation, the VQIP importer believes they have made corrections to support
reinstatement, it may contact FDA. FDA will review the request to determine if corrective
actions support reinstatement of benefits for the remainder of the VQIP fiscal year.

Note that revocation of VQIP participation does not prevent the Agency from taking
additional enforcement actions against the indicated firm(s) or product(s), if warranted.

FDA follow up when VQIP importer self-reports a problem:

e The VQIP importer is responsible for promptly reporting all deviations that may
impact their eligibility to participate in VQIP and their plans for correcting the
deviations to FDA. The VQIP QAP should include procedures for taking prompt
corrective actions, for updating procedures as necessary to prevent future
occurrences of the problem, and for notifying FDA. When deviations occur in which a
food(s) may be associated with a risk to public health, FDA may increase “for cause”
or audit samples of VQIP entries. FDA will review the reported information from the
VQIP Importer to determine if there is a risk to public health and/or if a revocation
process needs to be initiated.

9-1-6 PAYMENT OF COSTS OF SUPERVISION OF RELABELING AND/OR
OTHER ACTION

After completion of the authorized relabeling or other action, FDA will submit to CBP
National Finance Center a detailed statement of expenses incurred by officers or
employees of the FDA during the supervision of the authorized relabeling or other
action. See 21 USC 801(c). Expenses include travel, per diem or subsistence, and
supervisory charges Form FDA-790 Charges for Supervision, Exhibit 9-12 (now IOM
Exhibit 6-3).

The expenses shall be computed based on the following:

e Investigator's time
e Analyst's time
e Per diem allowance
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e Travel other than by auto - actual cost of such travel
e Travel by auto (mileage, toll fees, etc.)
e Administrative support.

Charges for the above will be in accordance with existing regulations. See 21 CFR 1.99
and RPM subchapter 9-11 "Supervisory Charges" for procedures. CBP, upon receipt of
the charges for supervision, will send a notice for payment to the identified importer of
record. The expenses shall include charges of supervision of destruction of the article or
rejects as provided for by the Tariff Act of 1911, as amended. See 19 U.S.C. 267. The
owner or consignee shall remit payment to CBP. Payment of supervisory charges
should not be accepted by FDA representatives.

9-1-7 EXPORTATION OF MERCHANDISE REFUSED ADMISSION

As provided under Section 801(a), CBP supervises exportation of refused articles in
accordance with regulations which have been or may be prescribed by the Secretary of
Treasury. However, if after a reasonable time, FDA has not received notification of
exportation or destruction of articles refused admission, the FDA responsible office
should investigate the status of disposition. The investigation should also consider,
under certain conditions, verifying that the refused articles have been held intact
pending exportation or destruction. Procedures on refusals to be verified may change
based on the reason for detention.

9-1-8 BOND ACTION

Under the provisions of section 801(b) of the Act (21 USC 381(b)) and CBP regulations
(19 CFR 113.62), a bond is required for all conditionally released articles offered for
importation. This bond provides for relief to the government should the bond holder
default on the conditions of the agreements identified by the CBP regulation. Default will
result in the payment of liquidated damages in the amount specified in the bond order.

Bond actions are taken when an entry is distributed after the importer receives
notification of FDA's intent to examine or sample the article, and the article is distributed
and cannot be redelivered. Bond actions also are taken when an article has been
detained and refused, and the article is not destroyed or exported in accordance with
the requirements of the law.

If FDA has evidence that the entry, or any portion of an entry subject to FDA jurisdiction,
was disposed of in violation of the terms of the appropriate act or its regulations, or of
the terms of the bond (see 19 CFR 113.62(e)), it should immediately send such
evidence to CBP.

If FDA receives evidence that a refused article was not exported or destroyed, it shall
immediately investigate the matter and send a detailed statement to CBP. The
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statement will show the importer's liability under the redelivery bond or other applicable
CBP bond. If the facts warrant, when the article was under detention, and the Notice of
Refusal of Admission has not been issued, FDA should immediately issue a Notice of
Refusal to the owner or consignee, with a copy to CBP.

Upon the receipt of a bond holder's application for relief (appeal for Mitigation or
Cancellation of Assessed Liquidated Damages) as provided under CBP regulations,
CBP may cancel the liability for liquidated damages incurred under the bond. CBP will
do so upon the payment of a lesser amount, or upon such other terms and conditions as
shall be deemed appropriate under the law and in view of the circumstances. However,
for assessment of liquidated damages involving FDA merchandise, CBP may not act
unless the FDA office having jurisdiction at the port of entry is in full agreement with the
action. See 21 CFR 1.97(b) and RPM subchapter 9-12 "Bond Actions" for procedures.

Exhibit 9-6 of Notice of FDA Action is a model and should not be considered all
inclusive. The format and language in the actual Notice of FDA Action issued by FDA
from the OASIS may also appear differently.

9-2 Coverage of Personal Importations

9-2-1 PURPOSE

To provide operating procedures for the coverage of personal-use quantities of FDA-
regulated imported products in baggage and mail and to gain the greatest degree of
public protection with allocated resources.

9-2-2 BACKGROUND

Because the amount of merchandise imported into the United States in personal
shipments is normally small, both in size and value, comprehensive coverage of these
imports is normally not justified. These procedures clarify how FDA may best protect
consumers with a reasonable expenditure of resources.

There has always been a market in the United States for some foreign made products
that are not available domestically. For example, individuals of differing ethnic
backgrounds sometimes prefer products from their homeland or products labeled in
their native language to products available in the United States. Other individuals seek
medical treatments that are not available in this country. Drugs are sometimes mailed to
this country in response to a prescription-like order to allow continuation of a therapy
initiated abroad. With increasing international travel and world trade, we can anticipate
that more people will purchase products abroad that may not be approved, may be
health frauds or may be otherwise not legal for sale in the United States.

In addition, FDA must be alert to foreign and domestic businesses that promote or ship
unapproved, fraudulent or otherwise illegal medical treatments into the United States or
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who encourage persons to order these products. Such treatments may be promoted to
individuals who believe that treatments available abroad will be effective in the
treatment of serious conditions such as AIDS or cancer. Because some countries do not
regulate or restrict the exportation of products, people who mail order from these
businesses may not be afforded the protection of either foreign or U.S. laws. In view of
the potential scale of such operations, FDA has focused its enforcement resources
more on products that are shipped commercially, including small shipments solicited by
mail-order promotions, and less on those products that are personally carried, shipped
by a personal non-commercial representative of a consignee, or shipped from foreign
medical facility where a person has undergone treatment.

9-2-3 PERSONAL BAGGAGE

FDA personnel are not to examine personal baggage. This responsibility rests with the
CBP. It is expected that a CBP officer will notify their designated FDA representative
when he or she has detected a shipment of an FDA-regulated article intended for
commercial distribution (see GENERAL INSTRUCTIONS below) an article that FDA has
specifically requested be detained, or an FDA regulated article that appears to
represent a health fraud or an unknown risk to health.

When items in personal baggage are brought to FDA's attention, the designated office
should use its discretion, on a case-by-case basis, in accordance with the instructions
provided under GENERAL INSTRUCTIONS below, in deciding whether to request a
sample, detain the article, or take other appropriate action.

9-2-4 MAIL SHIPMENTS

FDA personnel are responsible for monitoring mail importations. Mail importations are
parcels received through the International Mail Facilities, via the United States Postal
Service. It is expected that a CBP officer from the CBP Mail Division will examine a
parcel and will set it aside if it appears to contain a drug, biologic, or device, an article
that FDA has specifically requested be held, or an FDA-regulated article that appears to
represent a health fraud or unknown risk to health.

FDA should audit those parcels set aside by CBP in accordance with the instructions
provided under GENERAL INSTRUCTIONS below, using the following procedures:

e Prepare a Collection Report for each parcel sampled.

e Generally, a physical sample is not required on mail importations because a
documentary sample (for example, labeling, labels and inserts) will be
sufficient for most regulatory purposes.

e |If a physical sample is needed, collect only the minimum necessary for
analysis by the laboratory.

e The remaining portion should not be removed from the custody of the CBP
Mail Division.
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Importations detained in accordance with these procedures should be held by CBP until
they are either released or refused entry. Attached as help are two specimen letters that
may be sent with the Notice of FDA Action - Detained when a parcel is detained. See
Exhibit 9-3 for use in general mail importations and Exhibit 9-4 for use in unapproved
drug or device mail importations.

On occasion, products detained by FDA will be mixed with non-FDA-regulated products.
When we refuse admission of the FDA-regulated portion, any request for the release of
the non-FDA-regulated portion should be referred to the CBP Mail Division with a Notice
of Refusal of Admission covering the detained article. Final disposition of all
merchandise, including the destruction of detained merchandise, is the responsibility of
CBP, except in the case of drugs that are subject to administrative destruction (e.g.
drugs that are valued at $2500 or less which have been refused admission, or have not
met the Personal Importation Policy criteria as described in the 9-2-5 General
Instructions section below). In these instances, the drugs will be destroyed by FDA.

9-2-5  GENERAL INSTRUCTIONS

FDA personnel may allow entry of shipments when the quantity and purpose are clearly
for personal use, and the product does not present an unreasonable risk to the user.
Even though all products that appear to be in violation of statutes administered by FDA
are subject to refusal, FDA personnel may examine the background, risk, and purpose
of the product before making a final decision. Although FDA may use discretion to allow
admission of certain violative items, this should not be interpreted as a license to
individuals to bring in such shipments.

Commercial or Promotional Shipments

Commercial and promotional shipments are not subject to these procedures. Whether
or not a shipment is commercial or promotional may be determined by a number of
factors including, for example, the type of product, accompanying literature, size, value,
and/or destination of the shipment. FDA personnel may also consider whether an
importation of drugs or medical devices is a commercial shipment by evaluating whether
the article appears to have been purchased for personal use or whether the quantity
suggests commercial distribution (i.e., the supply exceeds what one person might take
in approximately three months). Commercial shipments generally include shipments
other than those products that are personally carried, shipped by a personal non-
commercial representative of a consignee, or shipped from a foreign medical facility
where a person has undergone treatment.

Products Other than Drugs, Biologics, and Devices

Many products other than drugs, biologics, and devices that individuals seek to import in
personal quantities do not pose a significant health risk although they appear to be

MAN-000012 Page 23 of 115 VERSION 01



Regulatory Procedures Manual October 2020 Chapter 9 Import Operations and Actions

violative and may be the subject of an import alert or detention without physical
examination based on standards violations, filth, and/or labeling problems. When such
items are brought to FDA's attention by CBP, it may be appropriate for FDA personnel
to use their discretion to "Release with Comment" and advise the importer of the
agency's concerns. FDA personnel should be alert to and should detain those products
that do pose a significant health risk.

Drugs, Biologics, and Devices

When personal shipments of drugs, biologics, and devices that appear violative are
brought to FDA's attention by CBP, FDA personnel will use their discretion to decide on
a case by case basis whether to detain, refuse, or allow entry of the product. Generally,
drugs, biologics, and devices subject to Import Alerts are not amenable to these
procedures. Devices to be used by practitioners for treating patients should not be
viewed as personal importations subject to this chapter.

Drugs subject to Drug Enforcement Administration (DEA) jurisdiction should be returned
to CBP for handling.

In allowing personal shipments of drugs or devices, FDA personnel may consider a
more permissive decision in the following situations:

1. when the intended use is appropriately identified, such use is not for
treatment of a serious condition, and the product is not known to represent
a significant health risk; and

2. when a) the intended use is unapproved and for a serious condition for
which effective treatment may not be available domestically either through
commercial or clinical means; b) there is no known commercialization or
promotion to persons residing in the U.S. by those involved in the
distribution of the product at issue; c¢) the product is considered not to
represent an unreasonable risk; and d) the individual seeking to import the
product affirms in writing that it is for the patient's own use (generally not
more than 3 month supply) and provides the name and address of the
doctor licensed in the U.S. responsible for his or her treatment with the
product, or provides evidence that the product is for the continuation of a
treatment begun in a foreign country.

If there are any questions about the application of these factors to any product, the
product should be detained and FDA personnel should consult with the appropriate
headquarters office.

When evaluating personal importations, FDA personnel may consider issuing a
"Release with Comment" and, as appropriate, advise the recipient that

1. the drug (or device) that has been obtained for personal use appears to be
unapproved in the United States;

2. the drug (or device) should be used under medical supervision;
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3. FDA may detain future shipments of this product; and

4, the patient's physician should consider for example, enrolling the patient in
an Investigational study or applying for Investigation New Drug (IND),
Compassionate IND, or Treatment IND exemption.

IMPORT ALERTS

FDA personnel should recommend to OEIO the issuance of an import alert if they
encounter:

1. personal importation of products that represent either a direct or indirect
health risk; or

2. the promotion of unapproved foreign products for mail order shipment; or
repeated importation of products that represent fraud*.

*See Compliance Policy Guides Manual (CPG), 120.500, "Health Fraud - Factors in
Considering Regulatory Action."

9-3 “Notice of FDA Action — Detained” for Mail Shipments

9-3-1 PURPOSE

To provide operating procedures for FDA personnel for:
1. The evidence to support a detention.
2. Preparation and issuance of the "Notice of FDA Action - Detained."”

3. Charges under Section 801 or other Acts enforced by FDA, and, for
administrative destruction, charges under other provisions of the FFDCA.

Hearing Process
5. Procedure after hearing

9-3-2 BACKGROUND

In developing FDA's automated import system, OASIS, the specific form "Notice of
Detention and Hearing" has been replaced by the "Notice of FDA Action" with the
description of the article sampled and the results of the examination indicating
"Detained" for the specific article in the entry. For mail shipments, the use of the
designation "DETAINED- Subject to Refusal”, and for mail shipments containing drugs,
“DETAINED — Subject to Refusal and Administrative Destruction,” or similar wording
may also be used to satisfy the requirements of the law for "giving notice thereof to the
owner or consignee." See 21 USC 381(a).
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The "Notice of FDA Action" gives notice of the right to a hearing on the detention for
appearance of a violation, or for drugs subject to administrative destruction, a violation
(21 CFR 1.94). In addition, the notice identifies charges that an import entry appears to
violate, or violates the FFDCA, Public Health Service Act (PHS Act) or other acts
enforced by FDA. Under the FFDCA section 801(a) an article subject to the FFDCA
shall be refused admission if it appears from the examination or otherwise that

(1) such article has been manufactured, processed, or packed under
insanitary conditions or, in the case of a device, the methods used in, or
the facilities or controls used for, the manufacture, packing, storage, or
installation of the device do not conform to the requirements of section
520(f), or

(2)  such article is forbidden or restricted in sale in the country in which it was
produced or from which it was exported, or

(3)  such article is adulterated, misbranded, or in violation of section 505. It
also provides the owner or consignee with an opportunity to introduce
testimony relative to the admissibility of the article.

Also, under the FFDCA section 801(a), as amended, FDA can destroy a drug that has
been refused admission if the drug is valued at $2500 or less (or such higher amount as
the Secretary of the Treasury may set) and was not brought into compliance under
Section 801(b). In addition, FDA intends to exercise its authority to destroy a drug that
meets the statutory criteria for administrative destruction where the drug has also been
determined to be adulterated, misbranded, or unapproved in violation of Section 505.

It should be noted that the Act does not provide specifically for the issuance of a notice
charging that an entry of imported merchandise appears to be in violation. However, 21
CFR Section 1.94 provides that if it appears that an imported article may be subject to
refusal of admission, the responsible FDA office shall give the owner or consignee a
written notice to that effect.

Evidence Required for Detention

Every detention must be based upon evidence of a violation of the law(s) enforced by
FDA. This does not mean that comprehensive examinations are required as a condition
for detention, or that detention cannot be based upon very brief examinations if these
are sufficient to furnish evidence creating the appearance of a violation, or a violation.

Furthermore, it is not essential that a detention invariably be based upon examination of
a sample, as Section 801(a) of the FFDCA provides for refusal of admission if "it
appears from the examination of such samples or otherwise" that the article is violative.
However, in those cases in which detention is made without examination, there should
be substantial evidence of a documentary type, (i.e., a violation in a previous shipment
of the entered product from the same firm-see RPM chapter 9-8 "Detention without
Physical Examination” for additional procedures) to warrant a charge of violation.
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FDA can destroy drugs refused admission, without the opportunity for export, that are
valued at $2500 or less and are adulterated, misbranded, or unapproved in violation of
Section 505 of the FFDCA. The evidence supporting this determination must be
collected and documented in OASIS by the Investigations Branch for review and
evaluation by the Compliance Branch.

Issuance of Notice of FDA Action - Detained

The Notice of FDA Action - Detained provides a list of product being detained, and is
addressed to the filer, the importer of record who is legally responsible for assuring
compliance with all laws and regulations affecting the importation of the merchandise in
guestion, and consignee (if different from the importer of record). Copies should also be
sent to whomever else was sent copies of the "Notice" for the sample collected. See
RPM Chapter 9-21 "Notice of Sampling" for specific procedures on issuance of this
notice.

Preparation of Charges

The statement of charges on the Notice of FDA Action - Detained issued for a detained
product is the only information the importer has regarding the violation(s) or appearance
of a violation(s) with which the importation is charged. It should be sufficiently
informative and complete for the importer to understand clearly the apparent
violation(s), or in the case of drugs subject to administrative destruction, the violation(s),
so that the importer can prepare and introduce testimony.

A separate charge should be made for each apparent violation, or violation in the case
of drugs subject to administrative destruction. See Exhibit 9-5 to this chapter for charges
used in OASIS. The charge should cite the section of the FFDC Act violated, quote the
pertinent portion of that section, and make a brief statement of the specific way in which
the product appears or has been determined to be in violation. Charges are drafted in
accordance with Section 801 of the FFDCA, stating “Examination of the following
articles has been made and these articles are subject to refusal of admission into the
United States because they do not appear to***” or for articles subject to administrative
destruction “The article has been determined to be ***” (*** completed as appropriate for
charge).

Under the OASIS procedure for issuing the Notice of FDA Action for a detained product,
the individual responsible for the decision as to the compliance of the article will select
the appropriate charge from the list of charges available in the OASIS system. The
selected charge will be incorporated into the Notice of FDA Action, and the annotation
required to specify the particular concern(s), where applicable, will be incorporated by
the responsible FDA office. For example, if the article is being detained for the presence
of a particular pesticide residue, FDA would annotate the charge provided by OASIS
(using the narrative field) with the name of the specific pesticide residue found or
alleged to be present.
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See Exhibit 9-6 example of the "Notice of FDA Action" issued under the OASIS which
includes the identification of article(s) for detention.

Hearing Process for Mail Shipments

The owner or consignee is entitled to a hearing before FDA, in order to challenge the
decision to refuse and/or destroy an article, as required by section 801(a) of the
FFDCA, or to provide testimony in support of admissibility of the article or to contest the
administrative destruction of the article, as required by FDA regulation 21 CFR 1.94. It
has generally been FDA's procedure to give the owner or consignee 10 working days
following the date of detention shown on the notice (or longer if circumstances require a
longer time for response) to provide FDA with testimony or evidence. However, if for
some compelling reason, the responsible FDA office determines that 10 working days is
insufficient, such as inordinate mail delays due to holiday mailings, this time period may
be extended. Introduction of testimony by the owner or consignee for Agency review
and consideration can be submitted via multiple forms, including a telephone
conversation, a facsimile, mail, email, or in person. Regardless of the way the testimony
is introduced, the discussion and findings/outcome of the hearing should be sufficiently
documented and stored by the Compliance Officer conducting the hearing. For
example, the Compliance Officer should upload email correspondence or meeting
minutes following a telephone conversation or in person interview into OASIS to support
their final decision regarding the article’s disposition.

For details on the eligibility of respondents see subsection 9-10-3; for hearings and
postponements see 9-10-14; and for the conduct of a hearing, including personal
appearance of respondent and written reply (mail, fax, etc.) from respondent, see
subsections 9-10-5 and 9-10-6.

Procedure After Hearing for Mail Shipments "Refusal of Admission — Return to
Sender" or “Refusal of Admission and Administrative Destruction”

If, after consideration of all evidence, the responsible FDA office determines that the
articles are violative or appear to be violative, the articles may be refused admission. In
this situation, FDA notifies the importer, owner, and consignee, where applicable, by
issuing either a "Notice of Refusal of Admission — Return to Sender", or in the case of a
drug valued at $2500 or less a "Notice of Refusal of Admission and Administrative
Destruction”. On this Notice, FDA states the charge(s) exactly as shown on the original
(or amended) Notice of FDA Action - Detained. (See RPM subchapter 9-4 "Notice of
Refusal of Admission and Administrative Destruction"” for procedures.)

After the article is refused admission, FDA has two options depending on the identity
and value of the article. If the Compliance Officer has determined that the article 1) is a
drug 2) is valued at $2500 or less and 3) is adulterated, misbranded, or an unapproved
new drug in violation of section 505 of the FFDCA, the refused product will be destroyed
without providing the owner or consignee with the opportunity to export.
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For all other articles, the refused article(s) are generally returned to sender. The FDA
file for the import remains open until the article is either destroyed or exported.

Under the OASIS procedures for issuing the Notice of FDA Action - Refusal of
Admission and Administrative Destruction, the notice will contain language...

Examination of the following articles has been made and you were given an
opportunity to respond to a notice that the articles are subject to refusal of
admission into the United States and subject to administrative destruction. FDA
has determined that the articles are drugs that are not in compliance with the
requirements of the law as indicated below. Further, FDA has determined that each
article is valued at $2500 or less. Because these drugs are not in compliance with
the requirements of the law and are valued at $2500 or less, you are hereby
notified that these articles will be destroyed by FDA in accordance with the FD&CA.

9-4 Notice of Refusal of Admission and Administrative Destruction
for Mail Shipments of Drugs

9-4-1 PURPOSE

To provide operating procedures for issuing the Notice of Refusal of Admission and
Administrative Destruction when refusing a drug valued at $2500 or less.

At this time, FDA is using its destruction authority on those refused drugs valued at
$2,500 or less (or such higher amount as the Secretary of the Treasury may set by
regulation) that are being imported via international mail. However, any refused drug
that meets the criteria for administrative destruction may be destroyed regardless of the
manner in which it is being imported or offered for import into the U.S. FDA
management for the responsible office should be made aware if administrative
destruction is appropriate for any such drug that is not being imported via international
mail.

9-4-2 BACKGROUND

In 2012, Congress amended section 801(a) of the FFDCA (21 U.S.C. 381(a)) to provide
FDA with the authority to destroy a refused drug valued at $2,500 or less (or such
higher amount as the Secretary of the Treasury may set by regulation) after providing
the drug’s owner or consignee with notice and an opportunity to present testimony to
the Agency prior to the drug’s destruction. This authority allows FDA to destroy such a
drug without providing the owner or consignee with the opportunity to export the drug.
The agency has decided to exercise this authority only after FDA makes a
determination that a drug that has been refused admission is valued at $2500 or less
and is adulterated, misbranded, or unapproved in violation of Section 505 of the
FD&CA, and was not brought into compliance as described in Section 801(b).
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9-4-3 ISSUANCE OF NOTICES

Who Should Issue the Notice of Refusal of Admission and Administrative
Destruction?

The language of the law places the responsibility for issuing the Notice of Refusal of
Admission upon the Secretary of the Treasury who in turn has delegated this
responsibility to the CBP. Traditionally, the Notice of Refusal of Admission is issued by
the responsible FDA office over the facsimile signature of the Regional or District
Director of CBP in accordance with local agreement. Each FDA office shall have the
pertinent facsimile stamp of the signature of the Regional or District Director of CBP
prepared for this purpose and supplied to the appropriate personnel, or have written
delegation of authority from the District Director of CBP to issue the Notice of Refusal of
Admission under FDA personnel signature. A new stamp should be prepared each time
there is a change of personnel in the Regional or District Director of CBP position.

When Should the Notice of Refusal of Admission and Administrative Destruction
be Issued?

The Notice of Refusal of Admission and Administrative Destruction should be issued
after an owner or consignee is given the opportunity to introduce testimony in response
to a Notice of FDA Action — Detained and, after a hearing relative to the validity of the
charges for detention, the hearing officer decides that the articles are in violation, or
when no response to a Notice of FDA Action - Detained is received within the specified
ten day time frame (excluding Saturdays, Sundays, and holidays) and an extension of
time for responding has not been granted. Additional time may be noted due to
circumstances affecting FDA operations.

A Notice of Refusal of Admission and Administrative Destruction should only be issued
when:

- The product is a drug
- The product is valued at $2,500 or less

- The product is adulterated, misbranded, or an unapproved new drug in violation
of Section 505 of the FFDCA

AND

- Aresponse to a Notice of FDA Action - Detained is not received within the
specified 10 day time frame (excluding Saturdays, Sundays, and holidays) and
an extension of time for responding has not been granted. (Additional time may
be noted due to circumstances affecting FDA operations), or

- After a hearing relative to the validity of the charges for detention, the hearing
officer decides that the articles are in violation.
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Distribution of the Notice of Refusal of Admission and Administrative Destruction

The Notice of Refusal of Admission and Administrative Destruction is issued to the
importer of record (who is the same person or firm who was issued the Notice of
Sampling). All persons or firms who are sent copies of the Notice of Sampling and
Notice of FDA Action - Detained must also be sent a copy of the Notice of Refusal of
Admission and Administrative Destruction.

CBP and USPS will be periodically notified by FDA of all lines of drugs valued at $2500
or less which are subject to refusal and destruction pursuant to section 801(a) of the
Act, as amended. For additional procedures see the International Mail Facility (IMF)
SOP, available on the OEIO/DIO Intranet page.

Charges on the Notice of Refusal of Admission and Administrative Destruction

The individual violations on a Notice of Refusal of Admission and Administrative
Destruction should be stated exactly as shown on the Notice of FDA Action - Detained.
If it becomes necessary to include new or amended charges on a Notice of Refusal of
Admission and Administrative Destruction, an amended Notice of FDA Action -
Detained must first be issued providing another ten day period (excluding Saturdays,
Sundays and holidays or additional time when appropriate) for an opportunity for
hearing.

When to close the entry

After issuance of the Notice of Refusal of Admission and Administrative Destruction, the
entry should be kept in an open status until the final disposition takes place at the IMF
and the product is placed into a locked drum for destruction. The Drum ID # should be
entered into OASIS before the entry is closed.

9-5 Importation of Biological Products

RPM subchapter 9-3, Importation of Biological Products was removed in January 2008
per CBER request. For procedures regarding the importation of biological products,
FDA staff responsible for imports of biological products should contact OEIO or refer to
Importing CBER-Regulated Products into the United States for links to CBER’s Import
Compliance Programs (CPGM 7342.007 Imported CBER-Regulated Products; CPGM
7342.007 Addendum, Imported HCT/PS).
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9-6 FDA National Import Procedure Regarding Warehouse Entries

9-6-1 PURPOSE

To provide operating procedures regarding submission of entry notification to FDA by
Customs for importers filing warehouse entries.

9-6-2 BACKGROUND

When a product is imported into the United States, the Importer of Record (Importer)
must file entry paperwork with the U.S. CBP. The importer may choose to file a
consumption entry, pay any applicable duty, and introduce the product into domestic
commerce. Alternatively, the importer may file a warehouse entry, store the product in a
bonded warehouse for up to five years, and pay duty only when the product is
withdrawn for domestic commerce (withdrawal for consumption). If the importer exports
the product while it is under bond, no duty is incurred.

There have been several instances where importers have questioned FDA's authority
over, or right to see paperwork for, FDA regulated product covered by warehouse
entries and intended for later export rather than domestic consumption.

Any product brought into the United States from a foreign country is "imported" and,
therefore, subject to the import provisions set forth in section 801 of the FFDCA. Thus,
all importers, including those filing warehouse entries, are subject to section 801
procedures, regardless of whether the intent is to later export the imported products.
See also Compliance Policy Guide (CPG) Sec. 110.200, "Export of FDA Regulated
Products From U.S. Foreign Trade Zones."

9-6-3 INSTRUCTIONS

To fulfill its obligation to ensure that regulated products comply with the requirements of
the FFDCA, FDA should receive notification either electronically or by paper, no later
than the time the warehouse entry is filed with CBP.

9-7 Release Notices

9-7-1 PURPOSE

To provide operational procedures for releasing imported lots for which a Notice of
Sampling has been issued.
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9-7-2 BACKGROUND

The FFDCA, and its regulations directs that a notice (Notice of Sampling) shall be given
to the owner or consignee of imported merchandise sampled or intended to be sampled
under the authority of the Act. The regulations also require the issuance of a further
notice to advise the owner or consignee of the result of examination of the sample, for
which a Notice of Sampling has been issued [21 CFR and 1.90]. The Release Notice
advises the owner or consignee that the merchandise need not be further held insofar
as the FDA is concerned.

9-7-3 GENERAL COMMENTS

Release Notice Form, or computer generated notice from OASIS, is issued by FDA
under the signature of the compliance officer or designated individual authorized by
OEIO to sign the notice, whenever FDA has no further interest in a lot for which a Notice
of Sampling (or computer generated notice from OASIS) has been issued.

The Release Notice is routinely issued to the importer of record with a copy to CBP and
the responsible FDA fiscal office and file. In accordance with local practices, copies may
also be sent to the customhouse broker and the consignee when either is not named as
the importer of record. In any case, all persons who are issued a Notice of Sampling
should also be sent the Release Notice.

To meet the various circumstances surrounding a release, the following variations of the
Release Notice are currently used:

e "Straight" Release

¢ Release without Examination

¢ Release with Comment

e Release after Detention

9-7-4  "STRAIGHT" RELEASE

This release form (or the computer generated notice from OASIS) is issued whenever it
appears, from sample examination or otherwise, that merchandise, for which a Notice of
Sampling has been issued, is in compliance with the law.

Examples of OASIS Release Notices will be provided at a later date.
9-7-5 RELEASE WITHOUT EXAMINATION

Whenever a sample cannot be examined, for which a Notice of FDA Action/Sampling
has been issued; a Notice of FDA Action/Release Notice form as identified in Exhibit 9--
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6, "Straight Release" or the computer generated notice from OASIS is issued amended
as follows:

"RELEASED WITHOUT EXAMINATION
MAY PROCEED WITHOUT FDA EXAMINATION ON THE RESPONSIBILITY
OF THE IMPORTER"

This statement is typed in caps following the blocked information on the notice. An
example of the OASIS form will be provided at a later date.

9-7-6 RELEASE WITH COMMENT

Background

It had been the practice when an importation was encountered which did not fully
comply with the requirements of the Act, but the violation was not of sufficient
importance to warrant detention of the initial importation, to release the shipment with a
"Release with Warning" that future similar violative importations might be denied entry.
Although these "Releases with Warning" did not necessarily mean that the correction
had to be made before the next importation, that frequently was the intent. The brevity
of the warning often gave such notices an unintentional air of curtness.

Therefore, the "RELEASE WITH WARNING" and "RELEASE WITHOUT PREJUDICE"
has been replaced with a "RELEASE WITH COMMENT" as a more flexible means of
handling minor violations.

Approach

When an importation is encountered which does not fully comply with the requirements
of the Acts which we enforce, but the violation(s) is (are) not sufficient to warrant
detention on a first encountered basis, it may be "Released With Comment." The
violation(s) must be minor, since a shipment with serious infraction(s) should be
detained. For example, if an FPLA violation which is not considered subject to NLEA
concerns is encountered in a product this shipment may be "Released With Comment.
However, if the importer or country of origin has already received "notice" of our FPLA
labeling requirements, the shipment may be detained.

A standard Release Notice is used with a notation "Release With Comment"
prominently shown immediately following the blocked information on the notice. The
comments may be placed directly on the Release Notice if sufficient space is available
or, on an attached letter. If a letter is used, it should be stapled to the Release Notice
and referred to in the body of the Form, i.e. "Release With Comment, See Attached
Letter of (date)." An example of a "Release With Comment" is shown as Exhibit 9-6
(examples of OASIS Release With Comment notices will be provided at a later date.)
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The violations on which the comments are based should be clearly covered by the Acts
or regulations which we enforce. The comments should be stated in nonlegal language
with reference to the specific sections of the Acts or regulations involved.

Generally, the Release With Comment should not be used if the problem is one
commonly existing in domestic commerce and against which no FDA objection has
been made. Center non-concurrence of detention recommendations that indicate non-
agency support of similar domestic violation and past policy procedures with both
domestic and imported products will serve as guide.

If the violation is clearly absent from similar domestic products, prompt correction
should be requested by including the statement "Future shipments may be detained
unless (nature of violation, i.e. misbranding) is corrected." By omitting this statement,
the comments would serve as an information guide to provide a better understanding of
the requirements of the law.

Before issuing a Release With Comment that includes a statement that future
shipments may be detained we must be in a position to take action. However, other
shipments that may be enroute at the time the comment issues or within a time frame
established for correction to be completed may be allowed to proceed if otherwise in
compliance.

A statement on the Release Notice should be included directing the importer to advise
the foreign manufacturer/shipper of our comments when applicable. A copy of this letter
should be requested for the FDA file.

9-7-7 RELEASE AFTER DETENTION

Release after detention is issued in the following situations:

1. After the issuance of the Notice of FDA Action - Detained (or computer
generated notice from OASIS) the importer of record or other designated
agent may present testimony which shows that the merchandise is in
compliance.

2. In response to the Notice of FDA Action - Detained, the importer of record
reconditions the merchandise to FDA's satisfaction pursuant to the terms
of the Application for Authorization to Relabel or Recondition Non-
Compliant Articles (Form FDA-766), or else causes it to be brought
outside the jurisdiction of the Act. The latter situation can occur, for
example, when an importer diverts insect-adulterated, food-grade starch
to industrial uses (paper manufacturing, etc.).

Under these situations, a Release Notice is issued with a notation "ORIGINALLY
DETAINED AND NOW RELEASED" prominently shown following the blocked
information or as appropriately set from the computer generated notice. If the
merchandise has been reconditioned, the fact of this reconditioning should also be
shown on the notice including the loss (if any) during reconditioning, reject material, the
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disposition of reject material, and amount of acceptable material. If supervisory charges
are also involved, the notice should also bear the statement "Subject to bond liability for
charges in connection with reconditioning."

9-8 Detention without Physical Examination (DWPE)

9-8-1 PURPOSE

To provide operating procedures regarding:
. Authority

. Criteria for recommending action

. Procedure for recommending action

. Criteria for recommending removal of action
. Procedure for notification of removal

9-8-2 AUTHORITY AND BACKGROUND

Section 801(a) of the FD&C Act states, "If it appears from the examination of such
samples or otherwise that (1) such article has been manufactured, processed, or
packed under insanitary conditions . . . or the facilities or controls used for the
manufacture, packing, storage, or installation of the device do not conform to the
requirements of Section 520(f), or (2) such article is forbidden or restricted in sale in the
country in which it was produced or from which it was exported, or (3) such article is
adulterated, misbranded, or in violation of Section 505, then such article shall be
refused admission."

Congress authorized FDA to refuse admission of regulated articles based on
information, other than the results of examination of samples, that causes an article to
appear to violate the FD&C Act..

Information such as an article's violative history, among other things, may cause an
article to appear adulterated, misbranded, or otherwise in violation of the FD&C Act,, as
described in Section 801(a).

Section 801 of the FD&C Act explicitly authorizes FDA to refuse admission of articles
that appear to violate the Act.

That section also provides the importer with the right to "introduce testimony bearing on
the admissibility of the articles.” To carry out the provisions of Section 801(a), FDA
detains an article that appears violative and provides notice to the importer of the nature
of the violation and the right to present testimony regarding the admissibility of the
article (21 CFR 1.94). Depending on the information submitted by the importer, the
article may either be admitted or refused entry into the United States.
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Detention without physical examination (DWPE), first used by FDA in 1974, is
appropriate when there exists a history of the importation of violative products, or
products that may appear violative, or when other information indicates that future
entries may appear violative. DWPE has the effect of reminding the importing
community that FDA is a regulatory agency, not a quality control laboratory. Often,
importers wait until the Agency has issued a Notice of FDA Action - Detained to
determine whether the articles they are offering for import comply with the FD&C Act
DWPE properly places the responsibility for ensuring compliance with the law on the
importer.

9-8-3 GENERAL PROCEDURES

Any FDA unit may recommend detention without physical examination or removal from
detention without physical examination when it believes that such action is warranted.
Such recommendations are submitted with supporting data and/or information to the
OEIO/DIO’s Import Compliance Branch via FDA’s Compliance Management Services
(CMS) system.

Supporting information should include an analytical package, inspection report, or other
supporting evidence, and documentation of center concurrence when no direct
reference authority exists.

DWPE may also be recommended on the basis of analyses performed by state or local
agencies where FDA has determined that the sampling and testing conducted by such
agencies is accurate, acceptable and representative of the product on which the
recommendation is based.

For analytical findings for which direct reference authority for addition to DWPE has
been granted from a center to ORA, FDA import divisions have the discretion to
consider placing future shipments coming through their ports from a particular packer,
manufacturer or shipper, under detention where a recommendation for DWPE has been
submitted for OEIO/DIO concurrence, but has not yet been approved. Shipments of this
nature do not require additional sampling.

9-8-4 RECOMMENDATIONS INVOLVING PESTICIDE RESIDUES

The Center for Food Safety and Applied Nutrition (CFSAN) will be responsible for
review and concurrence of DWPE recommendations involving pesticide residues for
which no tolerance has been established.

Recommendations for DWPE due to pesticide residues for which there is an established
tolerance should be submitted directly to OEIO.

MAN-000012 Page 37 of 115 VERSION 01



Regulatory Procedures Manual October 2020 Chapter 9 Import Operations and Actions

9-8-5 DIRECT REFERENCE AUTHORITY RECOMMENDATIONS

Certain recommendations for DWPE are assumed to have appropriate Center
concurrence. These direct reference authorities are memorialized in Compliance Policy
Guides (CPG), Compliance Program Guidance Manual chapters, memoranda from the
Center, or other appropriate documents (e.g. CESAN delegations, etc.).

If direct reference authority has been granted for a particular situation,
recommendations for addition to DWPE will not require Center review or evaluation of
the analytical worksheets for the violative product.

9-8-6 RECOMMENDATIONS BASED ON EIRs, OTHER GOVERNMENT
AGENCIES, MOUs, ETC.

When inspections conducted by FDA or by foreign or other government authorities
under a Memorandum of Understanding (MOU) or other agreement reveal conditions or
practices warranting DWPE, the appropriate Center, upon recommendation from either
the Office of Human and Animal Food Operations (OHAFO) or Office of Medical
Products and Tobacco Operations (OMPTO) should submit a recommendation to
OEIO/DIO Import Compliance Branch. OEIO/DIO Import Compliance Branch will review
the recommendation to assure that all necessary supporting evidence is included prior
to issuance of the procedures.

When the responsible Center is satisfied that the appearance of a violation has been
removed, either by re-inspection or submission of appropriate documentation, the
Center will notify OEIO/DIO Import Compliance Branch of its recommendation to
remove the detention without physical examination action.

OEIO RESPONSIBILITIES

When a recommendation for DWPE is received, OEIO/DIO Import Compliance Branch
will review the recommendation including supporting evidence and review national
detention data (if necessary) to determine whether the criteria for detention without
physical examination has been met.

OEIO/DIO is responsible for reviewing DWPE recommendations to ensure that they are
timely and that the Import Alerts are issued and revoked as appropriate.

Recommendations, formatted as Import Alerts or revised Import Alerts, will be
coordinated for agency clearance by OEIO/DIO. (See RPM subchapter 9-15, "Import
Information Directives" for clearance procedures).

FDA’s Compliance Management Services (CMS) system serves as the central
repository for all DWPE evidence.
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9-8-7 DETENTION WITHOUT PHYSICAL EXAMINATION RECOMMENDATIONS

DWPE should be recommended whenever there is information that would cause future
shipments of a product or products offered for entry to appear violative within the
meaning of Section 801(a). The recommendation may be based on the violative history
of a product, manufacturer, shipper, grower, importer, geographic area, or country. The
recommendation may also be based on other information, such as information that food
offered for entry was harvested from polluted waters, information that a product was
manufactured or held under insanitary conditions, or manufactured in non- compliance
with Good Manufacturing Practice (GMPs), pursuant to Section 801(a) of the Act. A
DWPE may be recommended for an article with no prior history of detentions if the
recommendation is adequately supported by information that indicates that future
shipments may be violative.

9-8-8 RECOMMENDATIONS BASED ON ONE VIOLATIVE SAMPLE

Under this circumstance, FDA has evidence that at least one sample has been found
violative and the violation represents a potentially significant health hazard. The sample
collection and/or analysis may have been conducted by FDA or another reputable
Federal, State, or local agency.

In the following instances, one violative sample, collected while a product is in import or
domestic status, may support a recommendation for DWPE of products from a specific
manufacturer, shipper, grower, or from a specific growing area or country (if information
is sufficient to establish an appearance that the violation extends to that area/country):

1. The product may have adverse health consequences. The appropriate
Center, in most instances, would conclude that the problem would warrant
a Class | or Class Il recall.

2. The product (fresh, frozen, or processed) contains actionable levels of a
pesticide residue, aflatoxin, or chemical contaminant.

3. The product is a violative low acid canned food, or acidified food. (i.e.,
failure to have a process on file for a specified product or no registration).

4. The product is violative in a way that is likely to continue due to the
product's ingredients or formulation. For example, products which bear or
contain undeclared significant ingredients (i.e., human allergen),
unapproved colors, or violate their applicable standard of identity, or
products that are unapproved new drugs, or unapproved new animal
drugs, will continue to appear violative until the manufacturer of such
products changes the label or formula for the products or obtains agency
approval necessary for legal marketing.

5. The product is a post amendment device that is not subject to an
approved 510(k) or premarket approval application. A copy of the
recommendation should be sent for concurrence to the Center for Devices
and Radiological Health (CDRH), Office of Compliance.
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6. The product's labeling is violative and/or not in accordance with the
Nutritional Labeling and Education Act (NLEA) and such violation is likely
to continue until said labeling is corrected by the manufacturer. (See
CFSAN Compliance Program for specific procedures).

Recommendations for DWPE based on one violative sample should include
documentation of Center concurrence, if such concurrence is required.

Center concurrence is not necessary when the action is covered by direct reference
authority, as indicated by, among other things, a CPG. Recommendations should also
include a copy of the analytical package.

9-8-9 RECOMMENDATIONS BASED ON INFORMATION AND HISTORICAL
DATA

When there is evidence that a product from a specific geographical area or country
could pose a health hazard, the appropriate Center or ORA office should recommend
DWPE. In such cases, where there is also information that the product is likely to
continue to be violative, it may not be necessary to collect and analyze a physical
sample.

DWPE may be recommended for products offered for import from a manufacturer,
shipper, grower, geographical area, or country based on information showing a pattern
of importation of articles that violate the FD&C Act. The information in the
recommendation establishing a pattern of continuous violations of the FD&C Act should
indicate that actions necessary to remove such violations have not been taken. In such
cases, the procedures outlined immediately below would not necessarily apply. Center
concurrence is, however, necessary in this situation.

9-8-10 RECOMMENDATION BASED ON MULTIPLE SAMPLES

Recommendations for DWPE based on multiple samples showing violations of the Act
should include documentation of Center concurrence with the recommended detentions,
or copies of analytical packages if Center concurrence is not required, i.e., where direct
reference authority is applicable.

Recommendations for detention without physical examination may be submitted for:

1. Specific product(s) from an individual manufacturer or shipper for
violations that do not pose a significant public health hazard, such as
decomposition, filth, labeling, etc., when:

a. There have been at least three (3) detentions in a recent six-month
period or less; and

b. These detentions represent at least 25% of the total shipments of that
product examined in the applicable time period as known to the
recommending office or unit.
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2. Specific product(s) from a country or a specific geographic area when:

a. There are at least twelve (12) detentions in a recent six-month period
or less; and

b. These detentions represent at least 25% of the total shipments of that
product examined in that time period as known to the recommending
office or unit; and

c. These detentions represent a significant number of firms that
manufacture, ship, or grow the product from the geographic area or
country.

3. Multiple products from a manufacturer or shipper when:

a. There are at least six (6) detentions in a recent six-month period or
less; and

b. These detentions represent a variety of products and constitute at
least 25% of the total shipments examined from that firm during the
applicable time period as known to the recommending office or unit.

FDA may consider additional information in conjunction with sample analysis when
considering whether to recommend products from a manufacturer, shipper, geographic
area, or country for DWPE, such as the results of foreign inspections or the other types
of information discussed in this chapter.

9-8-11 DETENTION WITHOUT PHYSICAL EXAMINATION OF IMPORTERS
ENTRIES

Importers bear the primary responsibility for ensuring that products they import comply
with all provisions of the FD&C Act. To carry out this responsibility, they may choose to
inspect the foreign manufacturers or growers of products that they import, to enter into
agreements with foreign exporters, to make arrangements to have products privately
examined and analyzed prior to importation, and/or to take other steps to verify proper
labeling and compliance of products with the FD&C Act before offering them for
distribution into U.S. commerce.

If the responsible FDA offices have documented an importer's practice of repeatedly
offering violative articles for importation and attempting to recondition such shipments
only after FDA detention, or of repeatedly attempting to export shipments or withdraw
entries after receiving a notice of sampling or other indication of FDA interest (e.g.,
inquiries regarding product location), DWPE should be recommended covering either
specific commodities or all FDA regulated products offered for entry by that importer, as
warranted.
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DWPE should also be recommended if there is other persuasive evidence that future
shipments by an importer may be violative. For example:

1. Information received from other government agencies (e.g. U.S. CBP)
concerning violative practices by the importer or the importer's foreign suppliers
that would cause the articles to appear violative under section 801(a) (e.qg.,
misdeclaration of products to avoid detention without physical examination);

2. A documented history of attempted importation of violative articles that has
resulted in the issuance of a Warning Letter to the importer with no subsequent
response from such importer or which does not result in the correction of such
practice;

3. Verifiable information in the form of consumer or trade complaints, or otherwise,
that has the effect of causing the articles offered for import to appear adulterated,
misbranded, or otherwise in violation of the FD&C Act as specified in Section
801(a). This information may include repeated requests for notices of refusal or
attempts to cancel or export an entry after receiving a notice of sampling or other
indication of FDA interest.

Based on a review of detention data, the responsible FDA office may recommend that
an importer be placed on detention without physical examination when the importer
exhibits a high percentage of violations of a single product, a group of products, or all
products. All such recommendations, formatted as Import Alerts, should be submitted to
OEIO for clearance. Each recommendation should include suggested charges;
however, final charges to be used will be determined by the appropriate Center with
input from the FDA Office of the Chief Counsel (OCC) as needed.

9-8-12 RECOMMENDATIONS BASED ON ESTABLISHMENT INSPECTION

Establishment inspections of foreign manufacturers of FDA regulated products that
reveal significant deviations from GMPs, insanitary conditions, or other practices that
result in the articles manufactured at such facilities appearing to be misbranded,
adulterated, or otherwise in violation of the FD&C Act as described in Section 801(a)
should result in the recommendation of DWPE of the articles offered for import from
such manufacturer. The appropriate Center(s) should review the recommendation and
approve the scope of the action based upon review of the establishment inspection
report or other evidence.

The DWPE described above may identify one firm, multiple locations of a firm, or
specific products from one or more firms as appropriate. The factors to be considered in
the determination of whether to place a manufacturer's articles on DWPE may differ
from Center to Center. Recommendations following FDA inspections of foreign
manufacturers will be made by either the OHAFO or OMPTO, to the appropriate Center.
The final DWPE decision rests with the Center.
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9-8-13 OTHER SITUATIONS

In cases other than those described above, a recommendation may be made for DWPE
if there is a reason to believe, and evidence to support, that future shipments of a
product or class of products will appear violative within the scope of Section 801(a).

9-8-14 PARTY NOTIFICATION OF DETENTION WITHOUT PHYSICAL
EXAMINATION DECISION

The parties notified regarding the issuance of a detention without physical examination
will vary depending on the nature and scope of the action. In most instances, a copy of
the Import Alert will suffice for notification. The procedures for notification to the
appropriate agency, foreign government, association and manufacturer/shipper and the
agency units responsible for initiating the notification are as follows:

1. National CBP, or other federal agency enforcement branch
2. Local office of CBP (by each appropriate FDA office when necessary)

3. Appropriate foreign embassy or foreign government, (by the Office of
International Programs, OC or the appropriate ORA International liaison)

4. Importer/broker associations, as appropriate (by OEIO/DIO)

5. Specific foreign manufacturers or shippers, as appropriate (by CFSAN -
LACF/AF; CDRH - 510(k), PMA, GMPs; by CDER - pre-approval NDAs, GMPs;
by CVM - pre-approval NADAs, GMPs; by CBER - license revocation)

If notification of the specific foreign manufacturer or shipper is deemed
impractical or impossible due to incomplete information, distance, communication
difficulties, etc., notification should be sent to the importer, requesting transmittal
of the notification to the foreign manufacturer and requesting a response to
include what steps were taken to correct the conditions which brought about the
detention without physical examination.

6. Industry associations as appropriate (by Centers).
9-8-15 REMOVAL FROM DETENTION WITHOUT PHYSICAL EXAMINATION

A product, firm, shipper, etc., is placed on DWPE because information indicates that the
product offered for entry appears to be either manufactured, processed or packed under
insanitary conditions; forbidden or restricted for sale in the country in which it was
produced or from which it was exported; adulterated, misbranded, or in violation of
Section 505 (unapproved new drug); or appears violative as set forth in Section 536(a).

FDA decisions to remove a product, manufacturer, packer, shipper, grower, country, or
importer from DWPE should be based on evidence establishing that the conditions that
gave rise to the appearance of a violation have been resolved and the agency has
confidence that future entries will be in compliance with the FD&C Act.
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OEIO/DIO shall consult with the appropriate FDA office regarding a proposal to remove
a firm or product from DWPE. An important element of FDA's decision to remove a
product, shipper, or importer is the extent to which the evidence shows that future
shipments will be in compliance with the FD&C Act and implementing regulations.

Evidence establishing that the conditions that gave rise to the appearance of a violation
have been resolved will take different forms depending upon the nature of the violation
and evidence supporting DWPE for the product:

If a product has been placed on DWPE because it appears violative under Section
801(a)(1) as the result of adverse findings from an establishment inspection, FDA may
require an establishment inspection which demonstrates the firm has adequately
addressed their violative conditions before removal from DWPE.

If a product has been placed on DWPE because it appears violative under Section
801(a)(2), documentation that a product is no longer forbidden or restricted for sale from
the government of the country in which it was produced or from which it was exported
may be required before removal from DWPE.

If a product has been placed on DWPE because it appears violative under Section
801(a)(3), FDA may require the manufacturer to submit a description of actions taken to
prevent the problem from recurring (such as results of a root cause analysis identifying
the source of the violation and a description of corrective actions implemented) before
removal from DWPE.

Shippers are placed on DWPE when the true identity of the manufacturer of the product
that appears violative cannot be determined. Therefore, if after a six-month period a
shipper on detention without physical examination has not offered for entry any
shipment that is violative, and can provide documentation to FDA indicating the steps
taken to ensure that the shipper does not offer for entry, articles that do not comply with
the FD&C Act, the shipper may be removed from DWPE. However, if the manufacturer
of the violative product is subsequently identified, removal of such product from DWPE
should be based on specific information that overcomes the appearance of a violation
and should be submitted by the manufacturer, and not by the shipper.

For those products identified for DWPE because they appear to be violative under
Section 801(a)(3), five (5) consecutive non-violative commercial shipments may be
required to confirm the continued effectiveness of any corrective actions before the
agency can consider that the appearance of the violation has been overcome, and that
it may be appropriate to remove the detention without physical examination.

NOTE: FDA may audit these entries to ensure the validity of the analysis.

However, depending on the nature of the apparent violation, a proper registration,
scheduled process filing, 510(k) substantial equivalence order, Premarket Approval
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Application (PMA), NDA or NADA, or other documentation may be necessary before the
appearance of a violation is overcome and the DWPE is removed.

If during the review to determine whether the appearance of a violation has been
removed an apparently violative entry is offered, the review process may be
discontinued until information is submitted to show that the problem has been corrected.

Under some circumstances, more than the minimum number of in compliance
consecutive shipments may be necessary to establish that the violative practices or
conditions have been fully resolved. For example, a shipper, grower, etc., who after
being removed from DWPE once again begins to ship the same type of violative
products, may need to present more than five consecutive non-violative shipments to
remove the appearance of a violation and to be considered for removal from DWPE.
When there is a continued history of entry of the same non-compliant product(s),
documentation showing that the cause of the violation has been fully corrected may also
be necessary.

Splitting shipments into several entries or lines should not be considered as a means to
increase the number of non- violative shipments. FDA needs to be confident that
articles offered for importation are in compliance not just on one day, but over the
course of a reasonable time period. Otherwise such articles will continue to APPEAR
violative. If there is reason to conclude that two or more entries (or lines) represent a
single related shipment or lot, these should be considered to be a single shipment.

Shipments should represent routine commercial entries, and should not be divided or
staged, such that they are presented essentially to establish a pattern of compliance..
Shipments that consist of less than 10 to 15 cartons, which do not represent normal
industry practice (e.g. unless the product is a high value commodity normally shipped in
smaller quantities such as specialty cheese, etc.),, may not be considered in the
detention without physical examination removal process. FDA needs to be certain that
adequate product is available for representative sampling and private laboratory
analysis, as well as for possible audit sampling by FDA. (Refer to ORA Laboratory
Procedures Manual (LM), Volume lll, Section 7 for procedures regarding private
laboratories). The Office of Regulatory Science (ORS) should be contacted regarding
the acceptance/non-acceptance of laboratory data.

Shipments presented for consideration for removal from DWPE should be in compliance
with the FD&C Act or other statutes enforced by the Agency. Special situations may
occur in which data presented may not conclusively demonstrate full compliance of the
entry with the FD&C Act. In such situations, FDA staff may have additional evidence
which, while allowing the shipment to be removed from DWPE, may still preclude the
shipment's release.

MAN-000012 Page 45 of 115 VERSION 01


https://www.fda.gov/ScienceResearch/FieldScience/LaboratoryManual/default.htm
https://www.fda.gov/ScienceResearch/FieldScience/LaboratoryManual/default.htm
https://www.fda.gov/ScienceResearch/FieldScience/LaboratoryManual/default.htm
https://www.fda.gov/ScienceResearch/FieldScience/LaboratoryManual/ucm174180.htm

Regulatory Procedures Manual October 2020 Chapter 9 Import Operations and Actions

9-8-16 REMOVAL OF PRODUCTS MANUFACTURERS/COUNTRIES EXCEPT
FRESH PRODUCE

Recommendations for removal from DWPE should be forwarded to OEIO/DIO Import
Compliance Branch for review when documentation establishes that the appearance of
a violation has been removed. The recommendation should identify the entry numbers
that have been analyzed or examined and found to be in compliance. In addition, other
documentation may be necessary to verify that violative conditions no longer exist, e.g.,
product formulation information, information establishing label revisions, information
showing a change in the use of food or other chemical additives, etc. The following
guidelines should also be met:

1. Specific products from an individual manufacturer - the last five shipments have
been documented to be in compliance with the FD&C Act.

2. Specific products from a country or a specific geographic area - the last twelve
(12) shipments have been established to be non-violative. These twelve
shipments should include a representative number of manufacturers/shippers
from the geographic area or country offering the products for entry.

3. Multiple products from a specific manufacturer - the last twelve (12) shipments
have been established to be non-violative. These twelve shipments should
represent the range of products normally entered by the firm or each of the
products covered by the detention without physical examination if only specific
products are listed.

NOTE: For detentions without physical examination based on country or
geographic problems with a product, shippers should not be removed from
detention without physical examination. Shippers should ensure that the
manufacturer of the articles they import is shown on entry documents so that
FDA can determine whether the manufacturer has corrected the Problem(s) with
the Products.

9-8-17 REMOVAL OF FRESH PRODUCE

Chemical Contamination:

Recommendations to remove fresh produce from detention without physical
examination for chemical contamination may be made by the responsible FDA office
upon consideration of all relevant information and criteria. OEIO/DIO Import Compliance
Branch should be notified of all such recommendations.

Pesticides:

Once an illegal pesticide residue has been found, past experience has shown that
future shipments of the affected food may likely contain the illegal residue(s) throughout
the growing and shipping season, or longer. FDA, or other interested party, may

MAN-000012 Page 46 of 115 VERSION 01



Regulatory Procedures Manual October 2020 Chapter 9 Import Operations and Actions

recommend removal of a grower from DWPE when the grower has entered a minimum
of five (5) consecutive recent shipments without violation and when:

1. The grower demonstrates through adequate documentation that the residue
problem no longer exists;

OR

2. The country/grower/importer demonstrates through adequate documentation
that each lot of produce to be offered for entry originated in fields that were
not treated with the pesticide in question;

OR

3. Information is obtained demonstrating that the produce originated in untreated
fields, including documentation on the types of pesticides used in the
surrounding fields, the dates and method of pesticide application, and the
results of analyses from a representative sampling of the allegedly untreated
field or lot (i.e., along borders and mid section) showing that the product from
the implicated field is in compliance;

OR

4. Information is obtained on the steps that have been instituted to prevent the
occurrence of illegal pesticide residues in future shipments.

Recommendations to remove a product or firm from DWPE may be made at any time if
supported by information that demonstrates that detention without physical examination
is no longer warranted.

FDA may end the detention without physical examination after one year of the effective
date if:

e there is a clearly defined growing season, and
e itis not a recurring problem, and

e there is an adequate program (having government support) set up to monitor and
address the problem, and

e evidence has been received which demonstrates that the problem no longer
exists. OEIO will monitor import alerts concerned with the detention without
physical examination of fresh produce to assure that an assessment is made by
the responsible FDA offices and/or headquarters as to whether to remove or
continue the detention without physical examination of a product/grower after its
anniversary date.

9-8-18 REMOVAL OF IMPORTERS

If an importer has been placed on detention without physical examination for the first
time for a specific product, a recommendation for removal may be appropriate after the
importer supplies acceptable documentation that the last five (5) shipments of that
product from a specific manufacturer entered in full compliance with the FD&C Act.
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If the importer has been placed on detention without physical examination for the first
time for multiple products, a recommendation for removal may be appropriate after that
importer supplies acceptable documentation that the twelve (12) most recent entries
were in full compliance. The twelve (12) entries should represent the range of products
covered by the detention without physical examination and normally entered by the
importer.

If an importer is on detention without physical examination and it is not the first time, a
recommendation for removal may be appropriate after that importer supplies acceptable
documentation that the ten (10) most recent entries were in full compliance, in the case
of a specific product, or the last twenty-four (24) entries, in the case of multiple
Products.

In addition, a request from an importer that he or she be removed from detention
without physical examination should include in sufficient detail, the steps that he or she
has taken to prevent the entry of products that appear violative in the future.

9-8-19 REMOVAL BASED UPON AN ESTABLISHMENT INSPECTION

Firms or products placed on DWPE based on a violative establishment inspection, or
because the products appear to have been manufactured in violation of GMPs, may
generally be removed from DWPE following a reinspection which in some instances
may be performed by a reliable entity other than the one that performed the initial
violative inspection) that confirms that corrective actions have been instituted and after
concurrence by the appropriate Center. In some instances, a firm may present
information or documentation sufficient to demonstrate that appropriate corrective
actions are in place to overcome the appearance of a violation and, with the appropriate
Center concurrence, may be removed from detention without physical examination.

9-8-20 NOTIFICATION OF REMOVAL FROM DETENTION WITHOUT PHYSICAL
EXAMINATION

The same FDA units responsible for the initial notification of the imposition of the
detention without physical examination, per RPM subchapter 9-8, "Party Notification..."
should notify the same parties of the removal of such detention.

9-9 Notice of FDA Action - Detained for Non-Mail Shipments

9-9-1 PURPOSE

To provide FDA staff with information for:
1. The evidence to support a detention.
2. Preparation and issuance of the "Notice of FDA Action - Detained."”
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3. Charges under Section 801, or other Acts enforced by FDA.
4, Custody over detained shipments.

5. Detention of illegal products that are not properly identified for further
processing and exportation under 801(d)(3).

9-9-2 BACKGROUND

In developing FDA's automated import system, known as OASIS, the specific form
"Notice of Detention and Hearing" has been replaced by the "Notice of FDA Action" with
the description of the article sampled and the results of the examination indicating
"Detained" for the specific article in the entry. The use of the designation "DETAINED"
or similar wording should be considered as meeting the requirements of the wording of
the law and regulation when applied to "giving notice thereof to the owner or
consignee."

The "Notice of FDA Action - Detained" gives notice of the right to a hearing on the
detention for appearance of a violation (21 CFR 1.94). and identifies charges that an
import entry may violate under the FFDCA, Public Health Service Act (PHS Act) or other
acts enforced by the FDA. Under the FFDCA section 801(a) an article subject to the
FFDCA shall be refused admission if it appears to (1) have been manufactured,
processed, or packed under insanitary conditions or, in the case of a device, the
methods used in, or the facilities or controls used for, the manufacture, packing,
storage, or installation of the device do not conform to the requirements of section
520(f), or (2) such article is forbidden or restricted in sale in the country in which it was
produced or from which it was exported, or (3) such article is adulterated or misbranded,
or in violation of section 505. It also provides the owner or consignee with an
opportunity to introduce testimony relative to the admissibility of the lot.

It should be noted that the Act does not provide specifically for the issuance of a notice
charging that an entry of imported merchandise appears to be in violation. However, 21
CFR Section 1.94 provides that if it appears that an imported article may be subject to
refusal of admission, the director of the responsible FDA office shall give the owner or
consignee a written notice to that effect.

9-9-3 EVIDENCE, ISSUANCE OF NOTICE, AND PREPARATION OF CHARGES

Evidence Required for Detention

Every detention must be based upon evidence of a violation of the law(s) enforced by
FDA. This does not mean that comprehensive examinations are required as a condition
for detention or that detention cannot be based upon very brief examinations if these
are sufficient to furnish evidence creating the appearance of a violation

Furthermore, it is not essential that a detention invariably be based upon examination of
a sample, as Section 801(a) of the FFDCA provides for refusal of admission if "it
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appears from the examination of such samples or otherwise" that the article is violative.
However, in those cases in which detention is made without examination, there should
be substantial evidence of a documentary type, (i.e., a violation in a previous shipment
of the entered product from the same firm-see RPM subchapter 9-8 "Detention without
Physical Examination" for additional procedures) to warrant a charge of violation.
Issuance of Notice of FDA Action - Detained

The Notice of FDA Action - Detained which lists articles as being detained is addressed
to the filer, the importer of record who is legally responsible for assuring compliance
with all laws and regulations affecting the importation of the merchandise in question,
and consignee (if different from the importer of record). Copies should also be sent to
whomever else was sent copies of the "Notice" for the sample collected. See RPM
subchapter 9-21 "Notice of Sampling" for specific procedures on issuance of this notice.

Preparation of Charges

The statement of charges on the Notice of FDA Action - Detained issued for a detained
product is the only information the importer has regarding the apparent violation(s) with
which the importation is charged. It should be sufficiently informative and complete for
the importer to understand clearly the alleged violation(s) so that the importer can
prepare a reply for the hearing.

A separate charge should be made for each apparent violation. See Exhibit 9-5 to this
chapter for charges used in OASIS. The charge should cite the section of the FFDCA
violated, quote the pertinent portion of that section, and make a brief statement of the
specific way in which the product appears to be in violation. Charges are drafted in
accordance with Section 801 of the FFDCA, as: "The article is subject to refusal of
admission pursuant to Section 801(a)(***) in that it appears to ***" (*** completed as
appropriate for charge). Charges are based on the section of the FFDCA and not the
regulations unless the FFDCA is not specific enough to identify the exact violation.

Under the OASIS procedure for issuing the Notice of FDA Action for a detained product,
the individual responsible for the decision as to the compliance of the article will select
the appropriate charge from the list of charges available in the OASIS system. The
selected charge will be incorporated into the Notice of FDA Action and the annotation
required to specify the particular concern(s), where applicable, will be incorporated by
the responsible FDA office. For example, if the article is being detained for the presence
of a particular pesticide residue, the responsible FDA office would annotate the charge
provided by OASIS (using the narrative field) with the name of the specific pesticide
residue found or alleged to be present.

See Exhibit 9-6 example of the "Notice of FDA Action" issued under the OASIS which
includes the identification of article(s) for detention.
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9-9-4  CUSTODY OF DETAINED SHIPMENTS

US CBP regulation and the FFDCA [19 CFR Part 113, 21 U.S.C. 381(b)] provide that a
bond considered necessary for the protection of the revenue or assurance of
compliance with any pertinent law, regulation or instruction be posted for merchandise.
The bond includes a requirement that up to 3 times the value of the entry of
merchandise be posted to cover cases involving default on the conditions of the bond
[19 CFR Part 113.62(m)(1)].

All formal entries of FDA regulated product are considered by CBP to be "Restricted
Merchandise" and as such are required to have a bond established prior to conditional
release by CBP. Informal entries, those entries whose value is currently less than
$2,500, are usually not imported under bond. Informal entries subject to FDA review
may be requested to have a bond established for them in accordance with CBP
regulation. Accordingly, physical possession of a shipment need not be retained by CBP
pending FDA examination when the bond (single entry or term bond) is in place. See 19
CFR 12.3. However, if there is reason to believe that the shipment will not be held
intact, arrangements should be made with CBP officials to maintain physical possession
of the shipment. [See procedures under RPM_subchapter 9-14 "Priority Enforcement
Strateqgy for Problem Importers"]

9-9-5 DETENTION OF VIOLATIVE PRODUCTS THAT ARE NOT PROPERLY
IDENTIFIED FOR FURTHER PROCESSING AND EXPORTATION UNDER
801(D)(3)

The "FDA Export Reform and Enhancement Act of 1996," referred to as the "Export
Reform Act,” Public Law 104-134 became law on April 26, 1996. Technical
amendments were enacted on August 6, 1996 (Public Law 104-180). The Export
Reform Act contains provisions allowing the importation of certain products, including
drug and device components, food and color additives, and dietary supplements, which
would otherwise be considered non-compliant with the FFDCA and be subject to refusal
of admission, when intended for further manufacturing into products to be exported.

When a product is imported under the provisions of Section 801(d)(3) of the Act, the
statute requires the importer to submit a statement to the Secretary (FDA) at the time of
importation that such article is being imported or offered for import with intent to be
incorporated by the initial owner or consignee into a drug, biological product, device,
food, food additive, color additive, or dietary supplement that will be exported by such
owner or consignee from the United States in accordance with Section 801(e) or 802 of
the Act, or Section 351(h) of the Public Health Service Act. Failure to provide this
information at the time of importation should be viewed by the responsible FDA office as
evidence that the product does not meet the conditions of Section 801(d)(3). Therefore,
if the information is not provided at the time of importation, and if the product is
otherwise subject to refusal of admission pursuant to 