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Replacement of, Electronic Products

[§3601] ...t Sec. 535
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Imports [§360mMm].........ccvvriiiriiiiiiiiicenens . 536
Inspection and Reports [§360nn] ...........cccvnnnee . 537
Prohibited Acts [§36000] ...ccvovrvrienieiiiiiiiiennens . 538

.539
. 542

Enforcement [§360pp].....ccccovvvrvennn.
Effect on State Standards [§360ss]....
Chapter VI — Cosmetics
Adulterated Cosmetics [§361]
Misbranded Cosmetics [§362]
Chapter VII — General Administrative Provisions

. 601
. 602

Regulations and Hearings [§371]......ccccoeevnenne Sec. 701
Examinations and Investigations [§372]........... Sec. 702
Records of Interstate Shipment [§373].............. Sec. 703
Factory Inspection [§374] ....covovvivnvriircinnenne Sec. 704
Publicity [§375] it Sec. 705
Seafood INSPECLioN ......c.cvveiiiiiiiece e Sec. 706
Presumption of Existence of Jurisdiction

[§379a] v Sec. 709

Chapter VIII — Imports and Exports

Imports and Exports [§381]....cccevvviriiriiiicnas Sec. 801
Exports of Certain Unapproved Products

[§382] i Sec. 802

Biologics Control Act, as Amended
Selected Sections
Regulation of Biological Products ..............cccueunne. §262

Federal Rules of Civil Procedure
Selected Rules
INJUNCLIONS ...t Rule 65

Supplemental Rules to Federal Rules of Civil

Procedure
Selected Rules
Actions In Rem: Special Provisions.................... Rule C
Actions In Rem and Quasi In Rem: General
PrOVISIONS.....ociiieiieieeseee e Rule E

Federal Rules of Criminal Procedure

Selected Rules
The Grand JUrY.......ccoovevieviceiesceee e Rule 6
Search and Seizure

Sentencing Guidelines
Selected Guidelines
Chapter 2 — Offense Conduct
Part B — Basic Economic Offenses
1. Theft, Embezzlement, Receipt of Stolen
Property, Property Destruction, and Offenses
Involving Fraud or Deceit
Larceny, Embezzlement, and Other
Forms of Theft; Offenses Involving
Stolen Property; Property Damage or
Destruction; Fraud and Deceit; Forgery;
Offenses Involving Altered or Counterfeit
Instruments Other than Counterfeit Bearer
Obligations of the United States..................... §2B1.1
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Part N — Offenses Involving Food, Drugs,
Agricultural Products, Consumer Products,
and Odometer Laws
1. Tampering with Consumer Products
Tampering or Attempting to Tamper
Involving Risk of Death or Bodily Injury .....§2N1.1
Providing False Information or Threatening
to Tamper with Consumer Products............... 82N1.2
Tampering With Intent to Injure Business........... 82N1.3
2. Food, Drugs, Agricultural Products, and
Consumer Products
Violations of Statutes and Regulations Dealing
With Any Food, Drug, Biological Product,
Device, Cosmetic, Agricultural Product, or
COoNSUMET ProdUCt ......cvoureeieneeeeiineeneeeeereinees §2N2.1
Chapter 8 — Sentencing of Organizations
Part A — General Application Principles
Applicability of Chapter Eight.........cccccovvevnnnne 88A1.1
Application Instructions — Organizations.......... 88A1.2
Part B— Remedying Harm From Criminal
Conduct, and Effective Compliance and
Ethics Program
1. Remedying Harm From Criminal Conduct

Restitution — Organizations...........cccccoceevveennnns 88B1.1
Remedial Orders — Organizations

(Policy Statement).........ccovveeeririnenienierennns 88B1.2
Community Service — Organizations

(Policy Statement).........ccovvveveerrrinenieniereenns 88B1.3

Order of Notice to Victims — Organizations......§8B1.4
2. Effective Compliance and Ethics Program
Effective Compliance and Ethics Program ......... 88B2.1
Part C — Fines
1. Determining the Fine — Criminal Purpose
Organizations
Determining the Fine — Criminal Purpose

Organizations .........cccovevveeenreseeressse s 88C1l.1
2. Determining the Fine — Other Organizations
Applicability of Fine Guidelines..........c.cc.c.c....... 88C2.1
Preliminary Determination of Inability to
Pay FINE ..ot
Offense Level.......
Base Fine................
Culpability Score
Minimum and Maximum Multipliers.................. 88C2.6
Guideline Fine Range — Organizations ............. 88C2.7
Determining the Fine Within the Range
(Policy Statement).........ccovvveeererirenrenieiennns 88C2.8
DiSQOrgEMENT ......ecvviireicc e §8C2.9
Determining the Fine for Other Counts............. 88C2.10
3. Implementing the Sentence of a Fine
IMPOSING @ FINE...v.voveiiieeeesee e 88C3.1
Payment of the Fine — Organizations................ 88C3.2

Reduction of Fine Based on Inability to Pay....... 88C3.3
Fines Paid by Owners of Closely Held
Organizations .........cccoveveveernreneiereseesseseenenes 88C3.4
4. Departures From the Guideline Fine Range
Substantial Assistance to Authorities —

Organizations(Policy Statement) .................. 88C4.1
Risk of Death or Bodily Injury (Policy
SEAEMENT) ... 88C4.2
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Threat to National Security (Policy
STAtEMENT) ...
Threat to the Environment (Policy
STAtEMENT) ...
Threat to a Market (Policy Statement).....
Official Corruption (Policy Statement)....
Public Entity (Policy Statement) ..........cccccceueeee.
Members or Beneficiaries of the Organization

as Victims (Policy Statement) ...........ccccceeenee. §8C4.8
Remedial Costs that Greatly Exceed Gain

(Policy Statement)........cooveceevrererceerrenmreecuennenene §8C4.9
Mandatory Programs to Prevent and Detect Violations

of Law (Policy Statement)..........ccccceeeueemence. §8C4.10
Exceptional Organizational Culpability

(Policy Statement)........coveeeevreevereeerereieieeenenenens §8C4.11

Part D — Organizational Probation

Imposition of Probation — Organizations............ §8D1.1
Term of Probation — Organizations................... §8D1.2
Conditions of Probation - Organizations.......... §8D1.3
Recommended Conditions of Probation -

Organizations (Policy Statement) ................... §8D1.4
[Deleted] ...vvueveeiececieiriecrcirreccieeeeceereecienes §8D1.5

Part E - Special Assessments, Forfeitures,
and Costs

Special Assessments — Organizations................ §8E1.1
Forfeiture — Organizations ..........cocececevvecncnennne §8E1.2
Assessment of Costs — Organizations................. §8E1.3

Part F - Violations of Probation — Organizations
Violations of Conditions of Probation -
Organizations (Policy Statement).................... §8F1.1

Appendix Il
Title 21 Code of Federal Regulations
Part 1 — General Enforcement Regulations
Subpart E - Imports and Exports

DefinitionsS ....coveeeeeeiiceeeeeceeeeeeeeee e §1.83
Notice of SAMPING ....cvevvvvvevvveiiriieieiceceeecceenes §1.90
Payment for Samples
Hearing on Refusal of Admission..........c.coeceeuenee. §1.94
Application for Authorization to Relabel and
Recondition ......cccceeveeeeviecieeieecececeeeee e §1.95
Granting of Authorization to Relabel and
Recondition......cceeeeeeeiiiiiiiieiieee e §1.96
BONAS e §1.97

Costs Chargeable in Connection with
Relabeling and Reconditioning
Inadmissible IMPOTtS......c.coeeveveecininiecnireccnne §1.99
Part 2 - General Administrative Ruling and Decisions
Subpart A - General Provisions

Examination and Investigation Samples............... §2.10
Subpart B - Initiation of Proceedings
Method 0f ANAlYSIS ...cevveeerinieirerieieinieeeerieieene §2.19

Part 7 — Enforcement Policy

Subpart A - General Provisions
Definitions.....oceeeveeeveveevievcicieieeienee
Suggested Forms of Guaranty
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Subpart C — Recalls (Including Product Corrections)
— Guidelines on Policy, Procedures, and Industry
Responsibilities

ReCall POLICY e §7.40
Health Hazard Evaluation and Recall
Classification.......ccceeveeerecieeeeieeseeeeee e §7.41
Recall Strategy .......cveevereeererenerereeererrreereseeesereeees §7.42
Food and Drug Administration-requested
ReCAlL..veitiieieeeeeeeee e §7.45
Firm-initiated Recall..........cccovevvevveeereenreieeereienens §7.46
Recall Communications.........ceevevveveeveeerevreeereneennns §7.49
Public Notification of Recall..........cccceevevevreeerennene §7.50
Recall Status REPOTTS ......cevvveevreverieecieicierciererenennes §7.53
Termination of a Recall..........cccceoveueereieenieiereinen, §7.55

General Industry Guidance..........cccoceeeeeeevecneecenne §7.59
Subpart E - Criminal Violations
Opportunity for Presentation of Views before

Report of Criminal Violation ..........cccoceceeneeveenne §7.84
Conduct of a Presentation of Views before
Report of Criminal Violation ..........ccceeeeeveeenenne §7.85

Records Related to Opportunities for
Presentation of Views Conducted before
Report of Criminal Violation ........c.c.ccccccceeeueucaee §7.87
Part 10 — Administrative Practices and Procedures
Subpart B — General Administrative Procedures

Citizen Petition ......ccceeveveeevieieieeeceeeeeeen §10.30
Administrative Reconsideration of Action.......... §10.33
Documentation of Significant Decisions in
Administrative File........ccooevvevevievinineciieiennne. §10.70
Internal Agency Review of Decisions .................. §10.75
AdViSOry OpIiNiONS.....ccoveveurereeeerererereeerereeererenens §10.85

Food and Drug Administration Regulations,
Guidelines, Recommendations, and
AZTEEMENTS ..o §10.90
Part 12 - Formal Evidentiary Public Hearings
Subpart A - General Provisions

Subpart B - Initiation of Proceedings
Initiation of a Hearing Involving the
Issuance, Amendment, or Revocation of a
ReguIAtion .......c.cceeueueueuceccccccccccccecenene §12.20
Part 16 — Regulatory Hearing before the Food
and Drug Administration
Subpart A - General Provisions

SCOPE ocvvvvrcnieeemtieaenteete ettt asaeeeseaesesenesenene §16.1
Part 17 - Civil Money Penalties Hearings

SCOPE ottt esesaeass st senesenene §17.1
Maximum penalty amounts ..........ccceceeveveuererenenenen §17.2
DefiNitionS...cceevevieeeieeieeeeeeeeeee e §17.3
COmMPIAINT....c.ciiiiiieerererrereeeree e §17.5
Service of complaint........ccoeeeereeeeerererereeirecierereeenenen §17.7
ANSWET ...ttt ettt s e sae e rennas §17.9
Default upon failure to file an answer.................. §17.11
Notice 0f Rearing ........ccccceeevecceccercnecccnencrenene §17.13
Parties to the hearing..........cocccococoevcccvcnincccnencnenens §17.15
Summary deCiSiOnS........cccoceveerererereeerereeerererererenenes §17.17
Interlocutory appeal from ruling of

presiding OffiCer......ovvvrererereerrerrereeene §17.18
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Authority of the presiding officer...........ccceeueuee. §17.19
Ex parte contacts .
Prehearing conferences..........cccccvvevcnnecnenncnne. §17.21
DISCOVETY .ottt §17.23

Exchange of witness lists, witness

statements, and exhibitS.........ccocveevevierieeenenns
Hearing subpoenas ......
Protective order.........

Computation of time
Form, filing, and service of papers...
MOTIONS .
The hearing and burden of proof...........c.ccccccc....
Determining the amount of penalties and
ASSESSIMEINLS ..ovevenerrincaererreeaeieresreenereseeeeenens
Sanctions
Witnesses
Evidence......ccoveevnecnnnccnneccee
The administrative record.................
Posthearing briefs .......c.ccccceveevnnnee
Initial decision
APPEALS e
Harmless error.........cccoeveevveecnennccnireceeeeene
Judicial TEVIEW.....ccoveeeriiirerieerieieeeeeeeeeee e
Deposit in the Treasury of the
United STates ......coccevveeereneeenneccreecrereenenes

Title 45 Code of Federal Regulations

Subtitle A

Part 17 - Release of Adverse Information

to News Media

Definition....cc.coveevieieeeeieeceeeeeceeee e
Basic Policy.....cccoceeveenene.
Precautions to be Taken
Regulatory Investigations and Trial-type

Proceedings......c.cccovveenneeinnccnncceccee §17.4
Context to be Reflected ......ooovvvveveiieeeieieeeeee §17.5
AdVanCce NOICE ....ceoeueeeeiieeeeeeeeeeeeeeeeeeeee e §17.6
Retractions or Corrections ......c.coeeevveevveecveeenvennnns §17.7

Appendix Il

United States v. Park, 421 U.S. 658 (1975)

Hecklerv. Chaney, 470 U.S. 821 (1985)

United States v. Jamieson-McKames Pharmaceuticals Inc.,
651 F.2d 532 (8th Cir. 1981)

United States v. Gel Spice Co., 773 F.2d 427 (2d Cir. 1985)

United States v. Odessa Union Warehouse Co-op, 833 F.2d
172 (9th Cir. 1987)

Estee Lauder Inc. v. United States, 727 F. Supp. 1 (D.D.C.
1989)

Medtronic Inc. v. Lohr, 518 U.S. 470 (1996)

United States v. Universal Management Services Inc., 191
F.3d 750 (6th Cir. 1999)

United States v. Lane Labs-USA Inc., 427 F.3d 219 (3d Cir.
2005)

United States v. Rx Depot, Inc., 438 F.3d 1052 (10th Cir.
2000)

Riegel v. Medtronic, Inc., 128 S. Ct. 999 (2008)

Wyeth v. Levine, 129 S. Ct. 1187 (2009)

Appendix IV

Fraud, Untrue Statements of Material Facts, Bribery, and
Illegal Gratuities; Final Policy

Points to Consider for Internal Reviews and Corrective
Action Operating Plans

Government-wide Quality Assurance Program Manual

Administrative Practices and Procedures; Advisory
Opinions and Guidelines; Proposed Rule

Good Guidance Practices

Product Recalls, Including Removals and Corrections

Guidance for Records Access Authority Provided in Title
II1, Subtitle A, of the Public Health Security and Bioter-
rorism Preparedness and Response Act of 2002

Using Electronic Means to Distribute Certain Product
Information

Marketed Unapproved Drugs — Compliance Policy Guide

Requirements on Content and Format of Labeling for
Human Prescription Drug and Biological Products
(excerpts) (FDA statement on preemption of state law by
agency approval of labeling)

Supplemental Applications Proposing Labeling Changes
for Approved Drugs, Biologics, and Medical Devices

Enforcement Policy Concerning Certain Regulations
Restricting the Sale and Distribution of Cigarettes and
Smokeless Tobacco

Enforcement Policy Concerning Rotational Warning Plans
for Smokeless Tobacco Products

Food and Drug Administration Enforcement Strategy
(July 15, 2010)

Enforcement Action Plan for Promotion and Advertising
Restrictions (Center for Tobacco Products)

Civil Money Penalties and No-Tobacco-Sale Orders for
Tobacco Retailers

Appendix V
Form 463a (Affidavit)
Form 482 (Notice of Inspection)
Form 482a (Demand for Records)
Form 482b (Request for Information)
Form 482c¢ (Notice of Inspection — Request for Records)
Form 483 (Inspectional Observations)
Form 484 (Receipt for Samples)
Notice of FDA Action
Resources for FDA Regulated Businesses

Glossary [RESERVED]

Index
Subject Index
Case Index
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