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SUBCHAPTER 2.1 - REGULATORY
NOTES

Regulatory notes are the contemporaneous, sequential
record of your daily investigatory efforts. They record your
observations relevant to violations and active cases. They
are the vital link between your findings and your
subsequent testimony in court. Because of the data, which
regulatory notes contain, such as information pertaining to
open investigatory files, trade secrets, and personal
information protected under the Privacy Act, they are
confidential. Regulatory notes are government property.
The notes cannot be released to anyone outside the
Agency, except with the express permission of your
management, and after following FDA's procedures. (See
IOM 1.4)

See IOM 1.2.4 for guidance on administrative notes.

2.1.1 - USES OF REGULATORY NOTES

Accurate regulatory notes are to refresh your memory
when reporting certain important details of a sample
collection, inspection, and investigation. Notes also
support the principle of "presumption of regularity", i.e., in
the absence of clear evidence to the contrary, courts
presume public officers properly discharge their official
duties. Regulatory notes are useful as a means to refute
assertions by defendants, witnesses or others. Regulatory
notes also aid in defending lawsuits against FDA agents.
This has been an issue of significance in a number of
regulatory cases in the Federal Sector.

2.1.2 - REGULATORY NOTES
CHARACTERISTICS

See IOM 1.1 for English language requirement.
Regulatory notes should be accurate, objective, factual,
and free of personal feelings or conclusions. Regulatory
notes should be made at the time of the event they repre-
sent. Regulatory notes are original contemporaneous,
sequential recordings of an activity, and may be
handwritten (in ink) or electronic. Do not erase, edit or
rewrite original notes. Do not leave excessive space
between diary entries. Whether handwritten or electronic,
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any additions, deletions, or corrections to regulatory notes
should be identified by strike through (strike-through font
for electronic notes) for deletions, brackets [ ] for addi-
tions and by initialing and dating your changes.

Electronic Regulatory notes: you should be able to identify
and attest the electronic notes were taken by you to
ensure document integrity. You should exercise good
judgment when deciding if a change is contemporaneous
or if change should be initialed and dated. For example,
changes or backspacing to correct information ordinarily
would not need initialing and dating as long as the
changes were made contemporaneously with the activity
being documented. Otherwise, you should initial and date
the change. Adhere to agency directives and procedures
to safeguard and file electronic notes. Regulatory notes
can be printed, and each page initialed (handwritten
initials) and dated by the investigator. If this procedure is
used, the original disk or Compact Disk-Recordable (CD-
R) can be identified with the firm name, dates, and
investigator's initials; placed in a FDA-525 envelope or
equivalent; and then sealed with an Official Seal, FDA-
415a. NOTE: See IOM 5.3.3 - Exhibits, for guidance on
the identification and storage of electronic data obtained
from inspected firms, and used as exhibits for the EIR.

2.1.3 - REGULATORY ENTRIES

Regulatory notes should contain sufficient detail to refresh
an investigator's memory regarding inspections,
investigations and sample collections. They should include
objectionable conditions, pertinent information about your
activities during an operation, details of a sample
collection, etc. If a checklist is used during an inspection,
don't repeat that information in your regulatory notes. The
checklist should be handled as part of the notes. Likewise,
when relevant information is contained on an FDA form, or
in an exhibit collected during an inspection, that
information need not be repeated in your notes.

Regulatory notes should contain the substance of all
significant discussions with people contacted during the
activity; e.g., discussions of individual responsibility. When
entering a direct quote in a notebook, such as a statement
against self-interest, it is important the exact words be
used to preserve the original intent of the individual and
subject. Every quote of significance appearing in the final
report should be in your regulatory notes since they are
part of the source documents, which will support any
regulatory or administrative action.

Regulatory notes should not contain purely administrative
information. See IOM 1.2.4 for guidance on administrative
notes.

2.1.4 - FORMAT FOR REGULATORY NOTES

Keep your handwritten regulatory notes in a bound
notebook. Bound notebooks provide continuity and
integrity and also prevent lost or misplaced pages. Loose-
leaf and spiral bindings allow easy removal of pages, an

invitation to vigorous and heated cross-examination on the
witness stand.

Regulatory notes in electronic format are a valuable tool to
expediting the conduct of an inspection. They may be
stored on computer disk or CD-R, but should be preserved
in a manner that ensures data integrity.

Regulatory notes whether written or electronic are subject
to audit at any time; must be available for review; and
must, on demand, be surrendered to your supervisors or
other authorized personnel. Regulatory notes should be
identified with your name, telephone number, and address
to facilitate their return if lost. To assist in the return of lost
regulatory notes, include the following information in the
bound book's inside cover or as a placard affixed to the
back cover:

This book is the property of the U.S. Government.

If found, drop in mail box.

POSTMASTER: Postage guaranteed

Please return to: [Enter the appropriate district (or
resident post's) mailing address here, including the
Zip code]

Advancing technology may increase the preservation
options available. District policy should be followed
regarding the preservation of all regulatory notes.

2.1.5 - RETENTION OF REGULATORY NOTES

Identify your regulatory notes with your name and
the inclusive dates they cover before they are turned over
for storage. Follow your District's policy regarding the
maintenance of regulatory notes.

Based on your district's policy, regulatory notes (including
computer disks or CD-Rs) may be kept by you, filed with
the final report, or kept by the district in a separate,
designated file. At a minimum, retain regulatory notes for
the same period of time as the inspection report, collection
report or other investigational report, or until all court
actions, including appeals, have been adjudicated.

If you leave FDA, or are transferred from your district,
identify any regulatory notes in your possession and turn
themin to the district you are leaving. Districts are to
retain regulatory notes as official records as outlined in the
FDA Staff Manual Guide.

Regulatory notes prepared by headquarters' personnel
during a field inspection/investigation are official records.
Headquarters personnel are to follow their Center's policy
regarding the retention of regulatory notes. In general, all
regulatory notes should be maintained in the District or
Center where the original report is filed.
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SUBCHAPTER 2.2 - STATUTORY
AUTHORITY

Various acts specify the authority conferred on the
Secretary of DHHS. This authority is delegated by
regulations to the Commissioner of Food and Drugs, and
certain authorities are delegated further by him.

2.2.1 - FEDERAL FOOD, DRUG, AND
COSMETIC ACT

This Act, as amended, and its regulations provide the
basic authority for most operations.

Examinations, Investigations, and Samples - Collecting
samples is an important and critical part of FDA's
regulatory activities. While inspections and investigations
may precede sample collection, a case under the law
does not normally begin until a sample has been obtained.
Proper sample collection is the keystone of effective
enforcement action.

The basic authority for FDA to take samples falls under
the statutory provisions of section 702(a) of the FD&C Act
[21 USC 372(a)], which authorizes examinations and
investigations for the purposes of this Act.

Section 702(b) of the FD&C Act [21 USC 372(b)] requires
FDA to furnish, upon request, a portion of an official
sample for examination or analysis to any person named
on the label of an article, the owner thereof, or his attorney
or agent. In a precedent case, "United States v. 75 Cases,
More or Less, Each Containing 24 Jars of Peanut Butter,
the U.S. Circuit Court of Appeals for the Fourth Circuit
held the taking of samples is authorized under section
702(b) of the FD&C Act [21 U.S.C. 372(b)], since this
section "clearly contemplates the taking of samples." See
Kleinfeld and Dunn 1938-1949 at 126. The FD&C Act also
refers to samples in sections 704(c) and 704(d) [21 USC
374(c) and 374(d)].

2.2.1.1 - Authority to Enter and Inspect

Authority to Enter and Inspect - Section 704 of the Food,
Drug and Cosmetic Act [21 U.S.C. 374] provides the basic
authority for establishment inspections. This authorizes
you to enter, and to inspect at reasonable times, within
reasonable limits, and in a reasonable manner,
establishments or vehicles being used to process, hold or
transport food, drugs, devices or cosmetics. The statute
does not define, in specific terms, the meaning of
"reasonable". FDA's establishment inspection procedures
maintain this authority extends to what is reasonably
necessary to achieve the objective of the inspection.

2.2.1.2 - Food Inspections

Authority to inspect food plants resides in the general
inspectional authority of section 704 of the FD&C Act [21
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U.S.C. 374]. Section 306 of the Public Health Security and
Bioterrorism Preparedness and Response Act of 2002
("the Bioterrorism Act") (PL 107-188), signed into law on
June 12, 2002, created a new section 414, "Maintenance
and Inspection of Records," in the FD&C Act. Under this
new authority, the Secretary of Health and Human
Services (the Secretary) may by regulation establish
requirements for persons (excluding farms and
restaurants) who manufacture, process, pack, transport,
distribute, receive, hold, or import food to establish and
maintain food records. These records identify the
immediate previous sources and the immediate
subsequent recipients of food. In addition, section 414(a),
"Records Inspection,” and section 704(a), "Factory
Inspection" authorize the Secretary to access and copy all
records related to an article of food if: (1) the Secretary
has a reasonable belief that an article of food is
adulterated and presents a threat of serious adverse
health consequences or death to humans or animals, and
(2) the records are necessary to assist the Secretary in
making such a determination. FDA plans to carry out its
authority to inspect all records and other information
described in section 414 in a similar manner as FDA’s
authority to perform inspections of facilities (i.e., upon
presentation of appropriate credentials and a written
notice at reasonable times, within reasonable limits, and a
reasonable manner.) FDA employees will not invoke this
authority during inspections unless the requirements for
record access under the Bioterrorism Act are satisfied.
Further guidance is available at
http://www.cfsan.fda.gov/~dms/secgui13.html .

The Infant Formula Act of 1980 added new authority to the
FD&C Act. Section 412 of the FD&C Act [21 U.S.C. 350a]
extends the definition of adulteration to include specific
nutritional, quality and good manufacturing control
requirements. It also mandates a firm make available
batch records, quality control records, nutrient test data
and methodology, and similar documents for examination
and copying. Section 704(a)(3) of the FD&C Act [21
U.S.C. 374(a)(3)] gives investigators the right to examine
and copy these records.

2.2.1.3 - Device Inspections

Section 704(a) of the FD&C Act [21 U.S.C. 374(a)
provides the general inspectional authority to inspect
medical device manufacturers. The Medical Device
Amendments of 1976 provided additional authority to
inspect records, files, papers, processes, controls, and
facilities to determine whether restricted devices are
adulterated or misbranded. The Amendments also provide
FDA authority, under section 704(e) [21 U.S.C. 374(e)], to
inspect and copy records required under section 519 or
520(g) of the FD&C Act [21 U.S.C. 360i or 360j(g)].

2.2.1.4 - Limitations

Section 704 of the FD&C Act [21 U.S.C. 374] provides
authority for FDA to conduct inspections of factories,
warehouses, establishments, and vehicles, and all
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pertinent equipment, finished and unfinished materials,
containers, and labeling therein where food, drugs,
devices, or cosmetics are manufactured or held. This
section does not include a provision to inspect records
within those facilities, except for inspections of prescription
drugs, nonprescription drugs intended for human use, and
restricted devices, as stipulated in 704(a)(1)(B) [21 U.S.C.
374(a)(1)(B)], or inspections of infant formula described in
704(a)(3) of the FD&C Act [21 U.S.C. 374(a)(3)].

Keep in mind that several other sections of the Act or of
regulations also include provision for inspection and
copying of required records. For example, 505(k) provides
authority to access and copy records required for new
drug applications and abbreviated new drug applications,
512(k)(2) and 512(m)(5) of the FD&C Act [21 U.S.C.
360b(k)(2) and 360b(m)(5)] provide access and copying of
records regarding new animal drug and medicated feed
permits, HACCP regulations in 21 CFR 123 for fish and
fishery products provide for access and copying of
required records.

Some firms will allow access to files and other materials

for which the FD&C Act does not give mandatory access,

but retain the right to later refuse. Management may
propose the following alternatives:

1. That inspections to obtain data from these files be
made without issuing an FDA-482, Notice of
Inspection. You cannot agree to this because the act
requires the notice be issued before the inspection.

2. That when data is provided, you are advised in writing
it is being given voluntarily. In this instance accept the
written or oral statement, and include it as part of the
EIR.

Management may insist answers to specific questions be
provided by the firm's legal department or other
administrative officers. In some instances, management
may request questions be submitted in writing. In these
cases, try to obtain answers necessary to complete the
inspection. Do not submit lists of questions unless
specifically instructed to do so by your supervisor.

2.2.1.5 - Electronic Radiation Product
Examinations and Inspections

The authority for obtaining samples of radiation-emitting
electronic products for testing is provided in Section
532(b)(4) of the FD&C Act [21 U.S.C. 360ii(b)(4)].

The authority to inspect factories, warehouses, and
establishments  where  electronic  products are
manufactured or held is provided in Section 537(a) of the
FD&C Act [21 U.S.C. 360nn(a)]. This authority is limited;
FDA must find "good cause" that methods, tests, or
programs related to radiation safety (such as
noncompliance with a standard) may be inadequate or
unreliable. If there is no finding of "good cause,"
inspections must be voluntary unless another authority,
such as Section 704(a) of the FD&C Act [21 U.S.C.
374(a)] for medical devices, exists. The authority to

inspect books, papers, records, and documents relevant
to determining compliance with radiation standards is
provided in Section 537(b) of the FD&C Act [21 U.S.C.
360nn(b)]. The Electronic Product Radiation Control
prohibited acts and enforcement authorities are specified
in Sections 538 and 539 of the FD&C Act [21 U.S.C.
36000 and 360pp].

2.2.2 - SELECTED AMENDMENTS TO THE
FD&C ACT

The amendments to the FD&C Act are summarized in
Requlatory Procedures Manual (RPM) chapter 2-2.

2.2.3 -OTHER ACTS

See IOM 2.2.10 and IOM 3.2.1.3 for special authorities
involving detentions under the Federal Meat Inspection,
Poultry Products Inspection, and Egg Products Inspection,
Acts.

2.2.3.1 - Anabolic Steroids Control Act of
1990

Amends the Controlled Substances Act by adding
Anabolic Steroids to Schedule Il of section 202(c).

2.2.3.2 - Fair Packaging and Labeling Act
(FPLA)

Fair Packaging and Labeling Act (FPLA) is an Act to
prevent the use of unfair or deceptive methods of
packaging or labeling of certain consumer commodities.

2.2.3.3 - Federal Anti-Tampering Act

Federal Anti-Tampering Act prohibits certain tampering
with consumer products (18 USC 1365). See IOM 8.8 for
guidance on tampering investigations.

2.2.3.4 - Federal Import Milk Act

Federal Import Milk Act regulates the importation of raw
and pasteurized bovine milk and cream from foreign
producers.

2.2.3.5 - Federal Caustic Poison Act

Primarily a labeling Act specifying warnings and
precautionary statements on labeling of certain household
caustic preparations.

2.2.3.6 - Poison Prevention Packaging Act

Provides for special packaging to protect children from
serious personal injury or serious illness resulting from
handling, using, or ingesting household substances.
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2.2.3.7 - Public Health Service Act (PHS)

Public Health Service Act (PHS) - Sampling: For biological
products, which are also drugs under the FD&C Act, the
sampling authority of both Acts exists.

Section 351(c) of Part F, Title 1l of the Public Health
Service (PHS) Act [42 USC 262(c)] authorizes inspections
of biological establishments (vaccines, serum, and blood).
Authority to collect samples and records is found in 21
CFR 600.22. Section 361(a) of Part G of the PHS Act [42
USC 264] authorizes inspection and other activities for the
enforcement of 21 CFR 1270, Human Tissue Intended for
Transplantation, and 21 CFR 1240, Interstate Quarantine
Regulations. Part 1240 covers the mandatory
pasteurization for all milk in final package form intended
for direct human consumption; the safety of molluscan
shellfish; the sanitation of food service; and food, water,
and sanitary facilities for interstate travelers on common
carriers.

2.2.3.8 - Mammography Quality Standards
Act of 1992

Mammography Quality Standards Act of 1992 amends the
Public Health Service Act to establish the authority for the
regulation of mammography services and radiological
equipment.

2.2.4 - CODE OF FEDERAL REGULATIONS
(CFR)

The Code of Federal Regulations is a codification of the
general and permanent rules published in the Federal
Register by the Executive departments and agencies of
the Federal Government. The Code is divided into 50 titles
which represent broad areas subject to Federal regulation.
Each title is divided into chapters which usually bear the
name of the issuing agency. Each chapter is further
subdivided into parts covering specific regulatory areas.
For example, the specific regulation covering drug GMPs
appears as "21 CFR 211", that is, Title 21, Part 211.
Regulations enforced by FDA are found in volumes 1-8 of
Title 21, parts 1-1299. They are updated as of April 1 of
each year. The Federal Register and the CFR must be
used together to determine the latest version of a given
rule.

2.2.5 - DEFINITIONS

The following terms are wused in assignments,
correspondence, and various procedures described in this
manual and used throughout FDA.

2.2.5.1 - Civil Number

A docket number used by US district courts to identify civil
cases (seizure and injunction).
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2.2.5.2 - Citation (Cite)

The section 305 Notice is a statutory requirement of the
FD&C Act. It provides a respondent with an opportunity to
show cause why he should not be prosecuted for an
alleged violation. Response to the notice may be by letter,
personal appearance, or an attorney(s).

2.2.5.3 - Criminal Number

A docket number used by the US district courts to identify
criminal cases (prosecutions).

2.2.5.4 - FDC and INJ Numbers

The number used by the Chief Counsel's office to identify
FDA cases.

2.2.5.5 - Complaint for Forfeiture

A document furnished to the U.S. attorney for filing with
the clerk of the court to initiate a seizure.

2.2.5.6 - Home District

The Home District is the district in whose territory the
alleged violation of the Act occurs, or in whose territory the
firm or individual responsible for the alleged violation is
physically located. The original point from which the article
was shipped, or offered for shipment, as shown by the
interstate records, is usually considered the point where
the violation occurred; and the shipper of such article, as
shown by such records, may be considered to be the
alleged violator.

Where actions against a firm are based on goods which
became violative after interstate shipment was made, or
after reaching its destination (such as 301(k) violations),
the dealer in whose possession the goods are sampled
may be considered the violator, and the location of this
dealer determines the "Home District".

2.2.5.7 - Nolle Prosequi (Nol-Pros)

The prosecutor or plaintiff in a legal matter will proceed no
further in prosecuting the whole suit or specified counts.

2.2.5.8 - Nolo Contendere (Nolo)

A plea by a defendant in a criminal prosecution meaning "I
will not contest it".

2.2.5.9 - Seizing District

The district where seizure is actually accomplished. The
seizing district is not necessarily the collecting district, as
in the case of intransit samples.
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2.2.5.10 - Subpoena Duces Tecum

A writ commanding a person to appear in court bringing
with him certain designated documents or things pertinent
to the issues of a pending controversy.

2.2.5.11 - Supervising District

The district which exercises supervision over recondition-
ing lots in connection with seizure actions.

2.2.6 - SEIZURE

Seizure is a judicial civil action directed against specific
offending goods, in which goods are "arrested.” Originally
designed to remove violative goods from consumer
channels, it was intended primarily as a remedial step;
however, the sanction often has a punitive and deterrent
effect.

For more information on seizure actions consult RPM
Chapter 6-1 “Seizures.”

2.2.6.1 - District Recommendation

The district considers all evidence, including any
establishment inspection, sample collection, and analytical
results. If indicated, seizure is recommended to
headquarters.

2.2.6.2 - Headquarters

Except for certain direct seizure authority, district seizure
recommendations are referred to the appropriate center
for approval. If approved, the case is referred to the Office
of Enforcement (HFC-200) which then requests the Chief
Counsel to initiate seizure action.

2.2.6.3 - Department of Justice

The Food and Drug Division of the Department's Office of
Chief Counsel reviews and forwards the seizure action to
the U.S. attorney in whose judicial district the violative
goods are located, through the seizing district. The U.S.
attorney files a Complaint for Forfeiture addressed to the
U.S. district court, setting forth the facts of the case and
calling for the "arrest" of the goods. This Complaint is filed
with the appropriate district court.

2.2.6.4 - U.S. District Court

The court orders the arrest of the goods by issuing a
motion and warrant to the U.S. marshal, directing seizure
of the goods.

The marshal seizes the goods, which then become the
property of the court. You may be asked to assist the

marshal in the seizure. If so, submit a memorandum to
your district office covering this activity.

2.2.6.5 - Claimant and Options

Any person who has an interest in the goods may appear
as claimant or to intervene, and claim the goods.

2.2.6.6 - Abandonment

If no claimant appears within a specified time, (return
date), then the U.S. attorney requests a Default Decree of
Condemnation and Forfeiture, in which the court
condemns the goods and directs the U.S. marshal to
destroy or otherwise dispose of the goods. Usually, the
District assists the marshal in determining the method of
disposal, and you may be asked to help in the actual
disposition. Any disposition must be in accordance with
the National Environmental Policy Act of 1969 (NEPA); 42
U.S.C. 4321-4347.

2.2.6.7 - Reconditioning for Compliance

A claimant may appear and propose the goods be
reconditioned to bring them into compliance. After the
FDA agrees to the method of reconditioning, the court
issues a Decree of Condemnation permitting
reconditioning under the supervision of the FDA, after a
bond is posted. Salvage operations may include:

1. Cleaning, reworking, or other processing,

2. Relabeling, or

3. Denaturing.

2.2.6.8 - Contested Seizure

A claimant may file an answer to the complaint and deny
the allegations. The issues then go to trial.

2.2.6.9 - District Follow-up

The district monitors the progress of the seizure and
forwards appropriate reports to the headquarters.

2.2.7 - PROSECUTION

Prosecution is a criminal sanction directed against a firm
and/or responsible individuals. They can be pursued at
two levels: misdemeanor or felony. A prosecution is
punitive, with the view of punishing past behavior and
obtaining future compliance.

2.2.7.1 - Section 305 Notice

The section 305 Notice is a statutory requirement of the
Act. It provides a respondent with an opportunity to
explain why he should not be prosecuted for the alleged
violation. Response to the notice may be by letter,
personal appearance or attorney.
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Under certain circumstances, the Agency will refer
prosecution (or for further investigation) without first
providing the opportunity for presentation of views in
accordance with section 305 [See 21 CFR 7.84(a)(2) and

)]

The facts developed at the hearing are reviewed, along
with other evidence, and the district prepares a
recommendation the case be:

1. Placed in permanent abeyance, with no further action,
or

2. Placed in temporary abeyance, in which case the
decision is delayed pending additional evidence, or for
other reasons, or

3. Requests, with RFDD concurrence, ad hoc meeting
when there is an indication of potential felony charges
or the case is especially unusual, or

4. Forwarded to the Justice Department for prosecution.

The district recommendation is reviewed by Headquarters
units in the light of current policy and procedure. If
prosecution is indicated, the case is forwarded to the
Office of Chief Counsel (OCC) for review. If the Chief
Counsel agrees, the matter is forwarded to the
Department of Justice (DOJ) where it is reviewed again. If
DOJ concurs, the case is forwarded to the appropriate U.
S. Attorney. Non-concurrence results in return of the case
to FDA.

2.2.7.2 - Information

An Information is a legal document filed in misdemeanor
actions identifying the defendants and setting forth the
charges. The Information is forwarded to the appropriate
U.S. Attorney, who then files the legal instruments. A trial
date is set by the court. Ideally, trial preparation is a
collaboration between representatives of the U. S.
Attorney's office, OCC, the District and the involved
Center.

2.2.7.3 - Grand Jury Proceedings

The Justice Department must proceed by indictment in all
felony cases. Evidence in possession of the government is
presented to the grand jury which decides if it is sufficient
to warrant prosecution. If the grand jury returns a "True
Bill', and the defendant pleads not guilty at the
arraignment, preparation for trial begins.

The deliberations of a federal grand jury are secret, and
only those whom the court has placed under Rule 6(e) of
the Federal Rules of Criminal Procedure may be privy to
the grand juries activities. Consequently, if you have been
designated under the Rule, you may not divulge your
knowledge of grand jury affairs to anyone, including
colleagues or supervisors, unless they, too, have been
placed under the Rule. Strict adherence to the rule of
grand jury secrecy protects not only the integrity of the
government's investigation, and the validity of any
indictment the grand jury might return, but the rights of the
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person accused. See IOM 5.2.2.9 Working with a Grand
Jury.

When you are assigned to work with, or for, a grand jury
and are instructed as part of that assignment to conduct
an inspection or an investigation, do not issue a Notice of
Inspection (FDA-482) (See IOM 5.2.2.4 Conducting Regu-
latory Inspections When the Agency is Contemplating
Taking, or is Taking, Criminal Action). Check with district
management and the Assistant U.S. Attorney or Chief
Counsel attorney involved, prior to initiating this type of
assignment. Also, refer to IOM 5.2.2.4, 5.2.2.5, 5.2.2.6,
5.2.2.7,5.2.2.8 and 5.2.2.9.

2.2.7.4 - District Follow-up

Appropriate reports are made to the Administration when
the case terminates. Follow-up may involve inspections
either of a routine nature or as directed by the court.

2.2.8 - INJUNCTION

An injunction is a civil restraint issued by the court to
prohibit violations of the Act. Injunction is designed to
stem the flow of violative products in interstate commerce,
and to correct the conditions in the establishment.

Injunction actions must be processed in strict time frames.
Therefore, you may be requested to conduct an inspection
to determine the current condition of a firm and to obtain
specific information required for the injunction.

2.2.8.1 - Temporary Restraining Order (TRO)

Upon presentation of evidence, the U.S. district court may
issue an order restraining defendant from certain acts, for
a specific length of time. This period may be extended by
order of the court.

2.2.8.2 - Hearing for Injunction

Prior to the expiration of the TRO, if one is involved, the
U.S. Attorney, assisted by the district, presents evidence
to support an injunction.

2.2.8.3 - Consent Decree of Injunction

The defendants may, following conferences with the U.S.
Attorney, consent to a decree of preliminary or permanent
injunction. If not, the issue goes to trial.

2.2.8.4 - Trial for Injunction

A preponderance of evidence is required to support an
injunction. This differs from a prosecution, which requires
evidence establishing guilt "beyond a reasonable doubt".
Trial is before the district court. There is no trial by jury,
unless demanded by the defendant. In violations of
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injunction (contempt), the action is brought under the
Rules of Criminal Procedure.

2.2.8.5 - Preliminary or Permanent Injunction

A preliminary or permanent injunction enjoins a firm or
individuals from continuing a specific violation(s). The
terms of the injunction specify the steps to be taken to
correct the violations at issue.

2.2.8.6 - District Follow-up

Generally, the district will police an injunction to assure the
terms of the decree are met. This may include routine
inspections or actual supervision of compliance activities
dictated by the terms of the injunction.

2.2.9 - EMERGENCY PERMIT CONTROL

Section 404 of the FD&C Act [21 U.S.C. 344] provides for
the issuance of temporary permits prescribing the
conditions governing the manufacture, processing or
packing of certain classes of foods. It applies to foods
subject to contamination by injurious microorganisms,
where such contamination cannot be adequately
determined after such articles have entered interstate
commerce.

2.2.10 - DETENTION POWERS

Sections 402 and 409(b) of the Federal Meat Inspection
Act, sections 19 and 24(b) of the Poultry Products
Inspection Act, sections 5(d), 19, and 23(d) of the Egg
Products Inspection Act, and section 304(qg) of the FD&C
Act [21 U.S.C. 334 (g)] provides certain detention powers.

In essence, articles subject to the Federal Meat Inspection
Act or the Poultry Products Inspection Act that are
believed to be adulterated or misbranded under the FD&C
Act may be detained. FDA representatives may detain
articles subject to the Egg Products Inspection Act, which
are suspected to be in violation of that statute.

Devices may be detained under the FD&C Act for a
maximum of thirty days when there is reason to believe
they are adulterated or misbranded under the FD&C Act.

See IOM 2.7.2 for inspectional procedures, which must be
followed, in exercising the detention authority.

2.2.11 - COURTROOM TESTIMONY

Effective testimony, whether it be in court before a judge
or jury, grand jury or opposing counsel at a deposition, is a
result of quality investigative skills; the ability to prepare
factual and informative investigative reports; and thorough
preparation for being a fact witness.

As a witness, you are required to testify from memory, but
you are allowed to refer to diary notes, reports and
memoranda, when necessary to refresh your recollection.
For this reason, and the fact they are available to
opposing counsel, the Agency insists your notes, reports
and the like always be accurate, organized and complete.

There is little difference in giving testimony in court, in a
deposition or before a grand jury. In a deposition,
testimony is given upon interrogation by opposing
counsel, under oath, before a court reporter. Be guided by
your (the Government's) attorney in preparing for a
deposition. Once completed, the deposition is available to
all persons interested in the case, and is available for use
at trial.

In a grand jury, testimony is given under oath to a group of
jurors who determine whether sufficient evidence exists to
charge someone with a felony (See IOM 2.2.7.3).

2.2.11.1 - Testimony Preparation

The following suggestions may be helpful in preparing to
provide testimony in court, before a grand jury or at a
deposition:

1. Carefully and thoroughly reviewing your diary notes,
inspection reports and all samples collected.

2. Be neat in your personal appearance; dress
conservatively in business attire, and be well groomed.

3. When you take the witness stand, get comfortable, sit
erectly and carefully look around to familiarize yourself
with the court surroundings.

4. Tell the truth. If asked, do not hesitate to admit you
have discussed your testimony in advance with the
U.S. Attorney's office.

5. Be sure you understand the question before you
answer. If you don't understand the question, request
clarification. Take your time. Give each question such
thought as required to understand and formulate your
answer. Do not answer questions too quickly. Give
your attorney time to raise an objection in case it is a
question you should not answer. Answer questions
clearly and loudly enough so everyone can hear you.
Look at the jury and address your remarks to it so all
jury members will be able to hear and understand you.
Speak directly and authoritatively, and do not use
ambiguous phrases such as, "l guess so", "l believe,"
etc. Do not be afraid to say, "l don't know".

6. Be polite and serious at all times. Give an audible
answer to all questions. Do not nod your head yes or
no.

7. Do not lose your temper, even if baited by an attorney.
Do not spar with examining attorneys; answer
questions frankly, factually and confidently, then stop.
Do not answer questions, which have been objected to
until the court rules on the objection. Do not volunteer
information.

8. If you make a mistake answering a question, correct it
immediately. If a question can't be truthfully answered
with a yes or no, you have the right to explain your
answer. If you are asked questions about distances,
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time or speed, and your answer is only an estimate, be
sure you make that clear.

9. If arecess is declared while you are on the stand, keep
to yourself. Do not discuss your testimony with anyone
except on special instructions from the U.S. Attorney or
his/her assistant.

10.Be natural, be yourself. Do not be intimidated by
personalities.

2.2.11.2 - Interviewing Persons under Arrest

Miranda Warning - In the Agency's normal course of
operation, it is not necessary to read a person their rights,
(i.e.: Miranda warnings) because the Agency does not
routinely interview individuals who are in custody (under
arrest). Miranda warnings are not necessary, during
discussions  with management when conducting
inspections, during investigational interviews, or during a
section 305 of the FD&C Act [21 U.S.C. 335] meeting
because the individuals being interviewed are not in
custody, and are free to leave at any time.

In certain situations, however, FDA personnel may
interview someone who is already in custody. In this case,
the individual must be given their Miranda rights.

When this situation is encountered, copy page 1 of IOM
Exhibit 2-1. If the subject cannot speak/read English, you
must arrange for a form in the appropriate language. Read
this material to the individual, preferably in the presence of
another person, and then have them sign and date the
waiver statement. Submit the signed statement with your
report. If the individual refuses to sign the statement,
indicate this on the unsigned statement, and identify the
witness on the document. Submit the unsigned statement
with your report.

SUBCHAPTER 2.3 - RECONDITIONING
AND DESTRUCTION

Sections 304 and 801 of the FD&C Act [21 U.S.C. 334
and 381] provide the legal basis for reconditioning or
destruction of goods under domestic seizure or import
detention.

Reconditioning and destruction are the means whereby
goods are brought into compliance with the law, or
permanently disassociated from their intended use.
Manpower may not be expended on supervision of
reconditioning and destruction of goods except under
administrative controls, detention, or emergency and
disaster operations. See IOM 8.5 for operations in
disasters.

FDA does not seek or condone the destruction of books or
other publications. FDA policy and practice tries to be
sensitive to the potential First Amendment issues
associated with the regulation of books and other printed
materials that function as labeling of a product. See
Compliance Policy Guide 140.100. In the context of
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judicial enforcement, disposition of any labeling subject to
the court's jurisdiction is determined by the court. In a
voluntary compliance situation, the disposition is the
prerogative of the manufacturer, distributor, wholesaler, or
retailer. Agency policy does not authorize field employees
to direct or limit the options for disposition of violative
labeling or other printed materials in such circumstances.
Good judgment should always be exercised in such
matters.

Section 536(b) of the FD&C Act [21 U.S.C. 360l
(b)] provides authority for electronic products to be
reworked if FDA determines they can be brought into
compliance with radiation performance standards.
Therefore, reconditioning of radiation-emitting products
must be approved by CDRH, Office of Compliance, prior
to implementation to assure compliance with performance
standards. If a foreign manufacturer conducts the
reconditioning, the district should notify both the
importer/consignee and the foreign manufacturer's agent
of all FDA actions.

2.3.1 - DEFINITIONS

2.3.1.1 - Reconditioning

The reworking, relabeling, segregation, or other
manipulation which brings a product into compliance with
the law, whether or not for its original intended use.

2.3.1.2 - Destruction

The procedures involved in rendering a product
unsalvageable. Destruction may be accomplished by
burning, burial, etc.

2.3.1.3 - Denaturing

Decharacterization of a product, whereby it is made
unusable for its originally intended purpose.

2.3.2 - DISASTERS

Reconditioning and destruction of contaminated
merchandise in times of disasters can assume national
proportions and is handled differently than normal
operations.

Instructions for operations pertaining to reconditioning and
destruction during non-attack type disasters is covered in
IOM 8.5.


http://www.fda.gov/opacom/laws/fdcact/fdcact3.htm#sec305
http://www.fda.gov/opacom/laws/fdcact/fdcact3.htm#sec304
http://www.fda.gov/opacom/laws/fdcact/fdcact8.htm#sec801
http://www.fda.gov/ora/compliance_ref/cpg/cpggenl/cpg140-100.html
http://www.fda.gov/opacom/laws/fdcact/fdcact5c.htm#sec536
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SUBCHAPTER 2.4 - CONSENT
DECREE

2.41 - POLICY

Seized goods may be released under bond, by court order
to be destroyed or brought into compliance. The order
normally provides for supervision of the operation by FDA.
Release of the bond depends upon your certification the
court order has been satisfactorily executed.

Do not undertake reconditioning until you are certain a
court order has been entered, bond posted, and goods
released by the marshal. Be certain the identity and
amount of goods corresponds with that seized. Be sure
you are familiar with the terms of the court order.

Reconditioning or destruction may, at times, be permitted
without continuous supervision. However, the lot must be
checked before operations start, rechecked intermittently
and upon completion. Supervision must be sufficient to
assure none of the lot was diverted. All of the goods
involved in the action, including reconditioned goods as
well as discarded material such as screenings, old labels,
etc., must be accounted for. If organoleptic examination
will not permit a judgment regarding the degree of
compliance, collect suitable samples for laboratory
examination. If the reconditioning process does not
appear to comply with the order, immediately advise the
claimant and your supervisor.

2.4.2 - RELABELING

Before permitting any relabeling operation, be sure FDA
has approved the proposed new label. Provide an
accounting of disposition of the old labels. Submit three
(3) copies of the new label and three (3) copies of the old
label with your report of the operation.

2.4.3 - REWORKING

Before permitting any manipulation, determine the
proposed process has been approved by your district.
This includes ensuring the facilities and equipment to be
used are sanitary and effective for the proposed process.
Report the yield of the reworked product.

2.4.4 - SEGREGATION

Thoroughly examine goods set aside as legal, and submit
samples for laboratory examination, if indicated. Follow up
on disposition of reject material to prevent illegal diversion.
Describe the method of destruction of unfit material
resulting from the segregation process.

2.4.5 - DESTRUCTION

Supervise and describe the method of destruction of
goods, labels, labeling, etc. and report the amount
destroyed.

2.4.6 - DISPOSITION OF REJECTS

Arrange for reject materials to be destroyed in an
approved manner, under your supervision. The method of
disposition will have already been approved by the
District, and in some cases set out in the Consent Decree.

2.4.7 - RELEASE OF GOODS

Do not authorize release of reconditioned goods, unless
specifically directed by your supervisor. Formal release is
normally handled by district headquarters.

2.4.8 - REPORTING

Promptly submit a detailed report upon conclusion of the

operation. Where the operation is prolonged, submit

interim progress reports. Include the following information
in your report of the operation:

1. Identification of the case (sample number,
number, FDA number, product and claimant).

2. Description of the method of reconditioning or
destruction.

3. Disposition of rejects; explanation for unaccounted
goods.

4. Findings of field examinations.

5. Exhibits and samples collected. Do not pay for
samples collected during reconditioning operations
conducted under a Consent Decree.

6. Expenses, including time spent in supervision and
travel, mileage, per diem, and incidental expenses.

court

SUBCHAPTER 2.5 - DEFAULT
DECREE

2.5.1 - POLICY

When no claimant appears in a seizure case, the court
issues a Default Decree of Condemnation condemning the
goods. It may or may not specify the manner of disposal.
Disposition, whether by destruction, distribution to
charitable institutions or sale by salvage must be
approved and monitored by the Government.

Primary responsibility for disposition of seized lots
following a default decree lies with the U.S. Marshal’s
Office.

FDA inspectional personnel frequently accompany the
marshal to witness the operation. Although you are there
in an advisory capacity, assist the marshal in every way to
assure compliance with the court order.
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2.5.2 - REPORTING

Promptly submit a written report of your observations upon
completion of the operation. See IOM 2.4.8.

SUBCHAPTER 2.6 - COMPLIANCE
ACHIEVEMENT

2.6.1 - POLICY

FDA uses a blend of industry voluntary correction and
regulatory actions to help achieve industry compliance.

A voluntary corrective action is defined as the observed
voluntary repair, modification, or adjustment of a violative
condition, or product. For purposes of this definition,
violative means the product or condition does not comply
with the Acts or associated regulations enforced by the
Agency.

Voluntary destruction in lieu of seizure of small lots of
violative goods shall be encouraged, where the proposed
method is adequate. Supervision of voluntary segregation
and denaturing of violative goods shall not be provided,
except where it can be accomplished with dispatch,
minimal inspectional resources, and in a manner
consistent with procedures outlined in this Subchapter.

The most extensive actions in this area usually occur in
disaster situations. Follow instructions in IOM Subchapter
8.5 - Disaster Procedures.

Do not engage in actual destruction, reconditioning, repair,
modification, etc. of goods. This is the responsibility of the
owner or dealer. You are in the capacity of witness only.
Samples should be collected of violative goods prior to
voluntary destruction to support subsequent action against
the responsible individuals. Take photographs where
applicable. See IOM 5.10.2.1 and IOM 2.6.4, 2.6.4.1/2 or
reporting requirements.

2.6.2 - DESTRUCTION

Before you supervise destruction, be sure management is
aware the action is voluntary and that you are acting only
as a witness. See IOM 2.6.4.

Witness all destructions personally, making certain
destroyed goods are rendered totally unsalvageable for
food, drug, device, etc. use. Keep in mind personal and
public safety. Exercise proper precautions in dealing with
potentially dangerous substances and situations. Comply
with local ordinances regarding the disposition of garbage
and trash.

Note certain products should not be disposed of in a
conventional manner (e.g.: sanitary landfill, flushing down
the drain, etc.). In particular, certain products which have
been banned in the past (chloroform, methapyrilene,
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hexachlorophene, PCB, etc.), are classified by EPA as
hazardous and toxic substances and may require a
special method of disposal by a licensed hazardous
disposal facility. Any possible hazardous or toxic
substance (carcinogen, mutagen, etc.) should not be
disposed of without prior consultation by the firm with the
U.S. Environmental Protection Agency and/or the
regulating state authority. Refer to 21 CFR 25 and the

National Environmental Protection Act for guidance
regarding the environmental impact of voluntary
destructions.

2.6.2.1 - DEA Controlled Drugs

FDA and DEA have a written policy to permit FDA
representatives, in certain situations, to witness the
destruction of DEA controlled drugs. The procedures and
instructions to follow when these drugs are destroyed are:

2.6.2.1.1 - DEA APPROVAL

FDA and the Drug Enforcement Administration (DEA)
have a mutual, written policy concerning witnessing the
destruction of drugs under the distribution control of DEA.
This provides for FDA, upon receiving a request to withess
such destruction, to advise the DEA regional office and
obtain approval for the action. If approval is requested by
telephone and verbally approved, the approval should be
reduced to writing for the record.

2.6.2.1.2 - PROCEDURE

The necessity for FDA personnel to witness destruction of
DEA controlled drugs will normally happen only when FDA
is already present in the firm, encounters DEA controlled
drugs, and is requested to witness destruction, or when
DEA controlled drugs are to be destroyed at the same
time FDA is witnessing destruction of drugs not under
DEA control.

If you are in a firm either making an inspection or to
witness destruction of drugs under FDA's distribution
control, and the firm requests you also witness destruction
of DEA controlled drugs, do not commit yourself.
Telephone your supervisor for instructions. You will be
advised whether or not to proceed after your district
communicates with DEA. In all other situations refer the
requester to DEA.

If the request to witness the destruction is approved,

observe the destruction, and prepare DEA Form DEA 41

as follows:

1. List each dosage form of each drug on a separate line.
Calculate amounts for columns 6 and 7.

2. Line out the inappropriate sentences in the paragraph
following line 32.

3. Date and sign the form.

4. Type or print your name, title, and district under your
signature.



http://www.epa.gov/
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=25&showFR=1
http://epw.senate.gov/nepa69.pdf
http://www.dea.gov/
http://www.deadiversion.usdoj.gov/21cfr_reports/surrend/41/41_form.pdf
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Prepare the original only and submit it to your district for
transmittal to DEA.

2.6.3 - RECONDITIONING

The supervision of voluntary segregation of violative
goods without the regulatory safeguards of seizure should
be avoided. Voluntary segregation and destruction of
violative lots should be encouraged; but under no
circumstances should you supervise the voluntary
segregation and salvage of unfit goods, regardless of the
nature of the violation or the size of the lot. Be sure
management is aware the segregation is its responsibility.
Collect samples where indicated, and/or advise the dealer
or owner of his responsibilities under the law. If the dealer
decides to voluntarily destroy any lot, refer him to the
National Environmental Protection Act (NEPA). See IOM
2.6.2.

2.6.4 - REPORTING

Report any voluntary correction of a problem unrelated to
a district recommendation for regulatory action.

2.6.4.1 - Documenting Voluntary Destruction

Prior to supervising voluntary destruction, prepare a
statement on the firm's letterhead or on an FDA 463a,
Affidavit, providing the following information.

Voluntary nature of the action, with you as a witness.
Name of the product, including applicable code marks.
Condition of the lot.

Amount.

Method of destruction.

Signature of responsible individual.

R e i e

2.6.4.2 - Compliance Achievement Reporting

The following are examples of compliance actions to be
described in the report, EI Record, and reported into the
Compliance Achievement Reporting System in FACTS
(Exhibit 5-15) per district office SOP's:

2.6.4.2.1 - VIOLATIVE PRODUCTS

Voluntary destruction by the person in possession of any
violative product.

2.6.4.2.2 - DESTRUCTION BY COOPERATING
OFFICIALS

Destruction of violative products by a cooperating food or
health official, where such product was discovered by and
reported to such official by FDA when those officials were
doing work for FDA under contract. Do not report formal
condemnation by cooperating officials in the usual course
of their independent work.

2.6.4.2.3 - MANUFACTURER'S RAW MATERIALS

Voluntary destruction of manufacturer's raw materials
during the course of an inspection. For example,
decomposed cream or filthy milk.

2.6.4.2.4 - CAPITAL IMPROVEMENTS

Significant improvements correcting a violative condition
such as new equipment, rodent-proofing, etc. These
should be reported at follow-up inspections where actual
improvement has been accomplished or committed, and
the improvement is the result of a previous FDA
observation or suggestion and not as a result of a seizure,
injunction or prosecution.

2.6.4.2.5 - CORRECTION OF GMP DEVIATIONS

During an inspection the investigator observes GMP
deficiencies have been corrected since the previous EI.
These corrections are based on the previous FDA 483.

2.6.4.2.6 - FORMULA/LABEL CORRECTION

Based on a sample analysis, consumer complaint, etc., a
product formula or label is corrected.

2.6.4.2.7 - ADDITIONAL PERSONNEL

Employment of personnel for quality improvement or
improved quality control.

2.6.4.2.8 - EDUCATIONAL AND/OR TRAINING

Initiation of an educational and/or training program among
employees or producers, or other general industry
movement to improve conditions.

2.6.4.2.9 - ITEMS NOT REPORTED IN FACTS

Do not report:

1. Recalls, although voluntary, because they are already
recorded elsewhere (FACTS).

2. Corrections which are not directly attributable to the
efforts of FDA, or states under contract to FDA.

3. Corrections as a result of a seizure, injunction or
prosecution.

For products involving the field compliance testing of
diagnostic X-Ray equipment, use form FDA 2473a to
report these actions, as directed by the Compliance
Program. Submit the completed form to your district. Your
district will submit a copy to the CDRH, Office of
Compliance and maintain a copy for the district files.
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SUBCHAPTER 2.7 - DETENTION
ACTIVITIES

2.7.1 - OVERVIEW AND AUTHORITY

The objective of any detention is to protect the consumer
by preventing movement in interstate commerce or by
removing from interstate commerce a food or device that
may be adulterated or misbranded. The specific statutory
authorities, as well as specific set of guidelines that would
apply to either foods or medical devices are outlined in
this section of the IOM. The detaining of foods or medical
devices will depend on the product/s involved; the
situation and evidence observed/collected; and which
statutory authority is being invoked to accomplish the
detention.

2.7.1.1 - Overview

Detention differs from controlling the distribution of
violative products in interstate commerce by civil judicial
actions such as seizures or injunctions accomplished
under a court order (See IOM 2.2.6 and 2.2.8).

Foods or medical devices in "domestic import" as well as
"import status" could be detained as described in this
subchapter provided they meet the criteria listed below.
Normally, however, detention of foods and medical
devices in import status are covered separately in IOM
Chapter 6 - Imports.

2.7.1.1.1 - ACCOMPLISHING A DETENTION

Accomplishing a Detention can take one or more paths
depending on the product/s involved and the actual
statutes invoked, which are covered under the
"Authorities" section of this subchapter. Some of the
statutes under which detentions can be accomplished are
under section 304 (Seizure) of the Federal Food Drug and
Cosmetic Act (FD&C), including 304(g) and 304(h), which
cover Medical Devices and Foods, both human and
animal. Other statutes which cover detention are those
involving products under dual jurisdiction of the US Food
and Drug Administration (FDA) and the US Department of
Agriculture (USDA), specifically meat, poultry, and egg
products.

2.7.1.1.2 - DETENTION OF MEDICAL DEVICES

Detention of medical devices believed to be adulterated or
misbranded can only be accomplished under one statutory
path: FD&C 304(g) - covered under the regulations set
forth in 21 CFR 800.55.

2.7.1.1.3 - DETENTION OF FOODS

Detention of foods (human or animal) can be

accomplished under one of two statutory paths:
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1. ED&C 304(h) - added to the FD&C Act as part of the
Public Heath Security and Bioterrorism Preparedness
and Response Act of 2002 (“Bioterrorism Act”) and
covers any article of food that presents a threat of
serious adverse health consequences or death to
humans or animals. Although section 304(h) was
added to the FD&C Act by the “Bioterrorism Act’, an
act or threat of terrorism is not required to use the
authority. Credible evidence or information indicating
that the article presents a threat of serious health
consequences or death is the primary evidentiary
requirement for this authority. In addition, although the
section 304(h) authority applies to food in import
status, FDA does not expect to use this authority to
control such food. Generally, FDA will use the authority
of section 801(a) to detain articles of food in import
status. See 21 CFR Part 1, subpart K and FD&C Act
section 304(h).

2. Detention of dual jurisdiction meat, poultry, or egg
products: Such products that meet the jurisdictional
requirements of section 304 of the FD&C may be
adulterated or misbranded, and are covered under
either sections 402 and 409(b) of the Federal Meat
Inspection Act (FMIA, 21 U.S.C. 601 et seq.), sections
19 and 24(b) of the Poultry Products Inspection Act
(PPIA, 21 U.S.C. 451 et seq.), or sections 19 and 23(d)
of the Egg Products Inspection Act (EPIA, 21 U.S.C.
1031 et seq.

Detention authority under the FMIA, PPIA, and EPIA does
NOT extend to meat, poultry, and egg products when
those products are inside a USDA-inspected facility.

2.7.1.1.4 - DETENTION PROCEDURAL STEPS

The procedural steps to be followed in both executing and
terminating a detention differ slightly depending on which
statutory path is deemed most appropriate and chosen,
and agency clearances that are required may differ
depending on the type of detention. You should consult
your supervisor before detaining dual jurisdiction
FDA/USDA products under FD&C section 304 and
associated FDA/USDA statutes. You must have the
approval of your District Director before detaining any
devices under section 304(g). You must have the approval
of your District Director or an official senior to such
director prior to detaining foods under the authority of
FD&C section 304(h).

2.7.1.2 - Authorities

The various Acts described in this subsection provide
certain detention powers for FDA. Pertinent sections of the
FMIA, PPIA, EPIA, and FD&C Act, and its Regulations
pertaining to detention of devices and food, are printed on
the reverse of page 1 of the FDA 2289, Detention Notice
(IOM Exhibit 2-2).


http://www.fda.gov/opacom/laws/fdcact/fdcact3.htm#sec304
http://www.fda.gov/opacom/laws/fdcact/fdcact3.htm#sec304
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=800.55
http://www.fda.gov/opacom/laws/fdcact/fdcact3.htm#sec304
http://www.fda.gov/opacom/laws/fdcact/fdcact8.htm#sec801
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=1&showFR=1&subpartNode=21:1.0.1.1.1.9
http://www.fda.gov/opacom/laws/meat.htm
http://www.fda.gov/opacom/laws/meat.htm
http://www.fda.gov/opacom/laws/pltryact.htm
http://www.fda.gov/opacom/laws/eggact.htm
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2.7.1.2.1 - FOOD DRUG AND COSMETIC ACT

Section 304(g) of the FD&C Act provides FDA with
authority to detain a device believed to be adulterated or
misbranded. You should become familiar with this section
and the regulations implementing it. See 21 CFR 800.55.
At the present time, these regulations apply only to
devices intended for human use. See FD&C Act section
304(g) [21 U.S.C. 334 (9)].

Section 304(h) of the FD&C Act provides FDA with the
authority to order the detention of any article of food that is
found during an inspection, examination, or investigation
under the Act, if the officer or qualified employee has
credible evidence or information indicating that the article
of food presents a threat of serious adverse health
consequences or death to humans or animals. See 21
CFR Part 1, subpart K.

2.7.1.2.2 - FEDERAL MEAT INSPECTION ACT

Federal Meat Inspection Act (FMIA) - Sections 402 and
409(b) provide the FDA with the authority to detain meat
products subject to the FMIA, found outside an USDA
inspected plant, if the FDA has reason to believe the
products are adulterated or misbranded under the FD&C
Act. The detention may not exceed twenty (20) days and
the items detained shall not be moved by any person from
the place of detention until released by the FDA
representative.

2.7.1.2.3 - POULTRY PRODUCTS INSPECTION ACT

Pouliry Products Inspection Act (PPIA) -Sections 19 and
24(b) provide the FDA with the authority to detain poultry
products subject to the PPIA found outside an USDA
inspected plant, if the FDA has reason to believe the
products are adulterated or misbranded under the FD&C
Act. Detention may not exceed twenty (20) days and the
items detained shall not be moved from the place of
detention until released by the FDA representative.

2.7.1.2.4 - EGG PRODUCTS INSPECTION ACT

Egg Products Inspection Act (EPIA) - Sections 19 and
23(d) provide the FDA with the authority to detain egg
products subject to the EPIA, found outside an USDA
inspected plant, if the FDA has reason to believe the
products are in violation of the EPIA Act. Detention may
not exceed twenty (20) days and the items detained shall
not be moved from the place of detention until released by
the FDA representative.

2.7.1.3 - Definitions
2.7.1.3.1 - DEVICE

Section 201(h) of the FD&C Act [21 U.S.C. 321 (h)]
defines a device as follows: "The term "device" *** means
an instrument, apparatus, implement, machine,

contrivance, implant, in-vitro reagent, or other similar or

related article, including any component, part, or

accessory, which is:

1. Recognized in the official National Formulary, or the
United States Pharmacopoeia, or any supplement to
them,

2. Intended for use in the diagnosis of disease or other
conditions, or in the cure, mitigation, treatment, or
prevention of disease, in man or other animals, or

3. Intended to affect the structure or any function of the
body of man or other animals, and which does not
achieve its primary intended purposes through
chemical action within or on the body of man or other
animals and which is not dependent upon being
metabolized for the achievement of any primary
intended purposes.”

2.7.1.3.2-FOOD

For the purpose of detention of food under section 304(h)
of the FD&C Act, see section 201(f) of the FD&C Act,
which defines food as follows: “(1) articles used for food or
drink for man or other animals, (2) chewing gum, and (3)
articles used for components of any such article.”

Examples of food include, but are not limited to, fruits,
vegetables, fish, dairy products, eggs, raw agricultural
commodities for use as food or components of food,
animal feed, including pet food, food and feed ingredients
and additives, including substances that migrate into food
from food packaging and other articles that contact food,
dietary supplements and dietary ingredients, infant
formula, beverages, including alcoholic beverages and
bottled water, live food animals, bakery goods, snack
foods, candy, and canned foods.

2.7.1.3.3 - PERISHABLE FOOD

For the purpose of detention of food under section 304(h)
of the FD&C Act, the term “perishable food” means food
that is not heat-treated; not frozen; and not otherwise
preserved in a manner so as to prevent the quality of the
food from being adversely affected if held longer than 7
calendar days under normal shipping and storage
conditions. See 21 CFR 1.377.

2.7.1.3.4 - MEAT PRODUCTS AND POULTRY
PRODUCTS (DUAL JURISDICTION)

For FDA purposes, meat products and poultry products
are defined as the carcasses of cattle, sheep, swine,
goats, horses, mules, other equines, or domesticated
birds, parts of such carcasses, and products made wholly
or in part from such carcasses, except products exempted
by U.S.D.A. because they contain a relatively small
amount of meat or poultry products (e.g.; meat flavored
sauces, pork and beans, etc.). Examine labels for USDA
Shield or coding information to help determine if it is a
USDA product.
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2.7.1.3.5 - EGG AND EGG PRODUCTS (DUAL
JURISDICTION)

The term "egg" means the shell egg of the domesticated
chicken, turkey, duck, goose, or guinea.

The term "egg product" means any dried, frozen, or liquid
eggs, with or without added ingredients, excepting
products which contain eggs only in relatively small
proportion or historically have not been, in the judgment of
the Secretary, considered by consumers as products of
the egg food industry, and which may be exempted by the
Secretary under such conditions as he may prescribe to
assure the egg ingredients are not adulterated and such
products are not represented as egg products. This would
be done on a case by case basis by USDA.

2.7.2 - INSPECTIONAL PROCEDURE

Direct attention to meat, poultry, or egg products only
when found during your regular operations; when so
instructed in a Compliance Program Guidance Manual;
following up on complaints; or, on other assignments as
directed by your supervisor.

Detention of food under section 304(h) of the FD&C Act
should be considered only when there is credible evidence
or information indicating that the article of food presents a
threat of serious adverse health consequences or death to
humans or animals, and only when approved by the
District Director or an FDA official senior to such Director.

In evaluating whether credible evidence or information
exists for purposes of detention of food, consider a
number of factors, including, but not limited to, the
reliability and reasonableness of the evidence or
information and the totality of the facts and circumstances.

2.7.2.1 - Criteria for Detention

The criteria listed are for your guidance in judging whether
or not the product or products should be detained.
Detention may be made when all of the requirements
listed for the particular detention authority are met.

2.7.21.1 - DEVICES

For detention of devices under section 304(qg) of the FD&C

Act, the requirements are:

1. You have reason to believe the device is adulterated or
misbranded.

2. There is no reasonable assurance the device will not
be used, moved, altered, or tampered with in any
manner before the FDA can take appropriate legal
action.

3. The device is intended for human use.
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2.7.21.2 -FOOD

For detention of food under section 304(h) of the FD&C

Act, the requirements are:

1. The article meets the definition of food in section 201(f)
of the FD&C Act.

2. You have credible evidence or information that the
article of food presents a threat of serious adverse
health consequences or death to humans or animals.

3. A “serious adverse health consequences”
determination should be made by CFSAN or CVM, as
appropriate.

4., The article of food is not a meat, poultry, or egg
product inside a USDA-inspected facility. If the article
of food is a meat, poultry, or egg product outside a
USDA-inspected facility, consult with your supervisor.

2.7.2.1.3 - MEAT AND POULTRY PRODUCTS

For detention of products subject to the Federal Meat
Inspection Act or the Poultry Products Inspection Act the
requirements are:

1. The article meets the jurisdictional requirements of
sect