FEDERAL REGISTER INDEX
January-December 2013

Food and Drug Administration
RULES
Advisory Committee; Veterinary Medicine Advisory Committee;
Termination - 699917 (Nov 22)
Cardiovascular Devices:
Cardiovascular Devices; Reclassification of External Counter-Pulsating
Devices for Treatment of Chronic Stable Angina, etc. - 79304 (Dec 30)
Cardiovascular Devices; Reclassification of Intra-Aortic Balloon and
Control Systems for Acute Coronary Syndrome, Cardiac and Non-
Cardiac Surgery, or Complications of Heart Failure, etc. - 79300
(Dec 30)
Draft Guidance for Industry and Staff:
Citizen Petition Submissions; Technical Amendment - 76748 (Dec 19)
Food and Drug Administration; General Regulations; Technical
Amendments - 69543 (Nov 20)
General Enforcement Regulations; CFR Correction - 54568 (Sep 5)
Information Required in Prior Notice of Imported Food - 32359 (May 30)
Institutional Review Boards; Amendments - 16407 (Mar 15)
Irradiation in the Production, Processing, and Handling of Animal
Feed - 27303 (May 10)
Irradiation in the Production, Processing, and Handling of Animal Feed
and Pet Food; Correction - 34565 (Jun 10)
Manufacturers Importing Electronic Products Into the United
States - 18234 (Mar 26)
Purchasing Reef Fish Species Associated with the Hazard of Ciguatera Fish
Poisoning - 69992 (Nov 22)
Use of Materials Derived from Cattle in Human Food and
Cosmetics - 14012 (Mar 4)
Federal Food, Drug, and Cosmetic Act:
Animal Feeds Contaminated with Salmonella Microorganisms - 42451
(ul 16)
Food Additives:
Acacia Gum Arabic - 73434 (Dec 6)
Adhesives and Components of Coatings; CFR Correction - 52429 (Aug 23)
Adhesives and Components of Coatings; Indirect Food Additives - 471840
(ul 12)
Ammonium Formate - 42692 (Jul 17)
Color Additives in Animal Foods; Small Entity Compliance Guide - 59624
(Sep 27)
Food and Color Additives - 14664 (Mar 7)
Incorporation by Reference of the Food Chemicals Codex, 7th
Edition - 71457 (Nov 29)
Mica-Based Pearlescent Pigments; Color Additives Exempt from
Certification - 54758 (Sep 6)
Mica-Based Pearlescent Pigments; Exemption - 35775 (Jun 12)
Reactive Blue 246 and Reactive Blue 247 Copolymers; Confirmation of
Effective Date - 42451 (Jul 16)
Reactive Blues 246 and 247 Copolymers; Color Additives Exempt from
Certification - 37962 (Jun 25)
Reactive Blues 246 and 247 Copolymers; Exemption - 19413 (Apr 1)
Spirulina Extract; Color Additives Exempt from Certification - 49717
(Aug 13)
Spirulina Extract; Confirmation of Effective Date; Listing of Color Additives
Exempt from Certification - 68713 (Nov 15)
Food Labeling:
Gluten-Free Labeling of Foods - 47154 (Aug 5)
Human Subject Protection:
Children in Clinical Investigations of Regulated Products - 12937 (Feb 26)
Combination Products; Manufacturing Practice Requirements - 4307
(Jan 22)
Food for Human or Animal Consumption; Administrative Detention - 7994
(Feb 5)
License Applications:
Biologics; Technical Amendment; Change of Address - 19585 (Apr 2)

Medical Devices:

Dental Devices; Reclassification of Temporary Mandibular Condyle
Prosthesis - 79308 (Dec 30)

General Hospital and Personal Use Monitoring Devices; Ingestible Event
Marker Classification - 28733 (May 16)

Ophthalmic Devices; Classification of the Scleral Plug - 68714 (Nov 15)

Powered Patient Transport; Class |l Devices; Premarket Exemptions
- 14015 (Mar 4)

Technical Amendments - 18233 (Mar 26)

Wheelchair Elevator; Class Il Devices; Premarket Exemptions - 74013
(Mar 4)

Meetings:

Public Advisory Committee; Public Hearing - 17086 (Mar 20)

New Animal Drugs:

Afoxolaner, Carprofen, Ceftiofur Hydrochloride, Monensin - 66263 (Nov 5)

Alfaprostol; Bicyclohexylammonium Fumagillin; N-Butyl Chloride; et
al. - 14667 (Mar 7)

Amprolium; Meloxicam; Oral Dosage Form - 57057 (Sep 17)

Arsanilic Acid; Withdrawal of Approval - 70496 (Nov 26)

Bambermycins - 76059 (Dec 16)

Bambermycins; Animal Feeds; Correction - 79299 (Dec 30)

Carbarsone; Roxarsone; Withdrawal - 69992 (Nov 22)

Carprofen; Enrofloxacin; Florfenicol; Tildipirosin; Zilpaterol - 52852 (Aug 27)

Cefpodoxime; Meloxicam - 5713 (Jan 28)

Change of Sponsor's Name and Address; Change of Sponsor - 27859
(May 13)

Clindamycin; Enrofloxacin - 30797 (May 22)

Dexmedetomidine, Lasalocid, Melengestrol, Monensin, and
Tylosin - 25182 (Apr 30)

Dexmedetomidine; Lasalocid; Melengestrol; Monensin; and Tylosin;
Correction - 33698 (Jun 5)

Diethylcarbamazine; Nicarbazin; Penicillin - 52429 (Aug 23)

Drug Labeler Code; Gonadorelin Acetate; et al. - 17866 (Mar 25)

Enrofloxacin; Tilmicosin; Tylosin - 19986 (Apr 3)

Fentanyl; Iron Injection, Change of Sponsor - 44432 (Jul 24)

Gonadorelin, Ivermectin, Ractopamine, Trimethoprim and Sulfadiazine
Suspension, Tulathromycin; Changes - 63870 (Oct 25)

Hyaluronate Sodium; Hydrogen Peroxide; Imidacloprid and Moxidectin;
Change of Sponsor - 73697 (Dec 9)

Meloxicam; Nicarbazin - 22 (Jan 2)

Nicarbazin; Oclacitinib; Zilpaterol - 42006 (Jul 15)

Quali-Tech Products, Inc.; Bambermycins; Pyrantel; Tylosin;
Virginiamycin - 52430 (Aug 23)

Sponsor Changes - 17595 (Mar 22); 21058 (Apr 9)

New Drug Applications:

Roxarsone; Withdrawals - 78716, 78716 (Dec 27)

Patient Protection and Affordable Care Act:

Orphan Drug Regulations - 35717 (Jun 12)

Privacy Act, Exempt Record System; Implementation - 39784 (Jul 1)
Privacy Act, Exempt Record System; Withdrawal - 2892 (Jan 15)
Turtles Intrastate and Interstate Requirements - 44878 (Jul 25); 63872

(Oct 25); 66841 (Nov 7)

Unique Device Identification System - 58785 (Sep 24)
PROPOSED RULES
Accreditation of Third-Party Auditors/Certification Bodies to Conduct Food

Safety Audits and to Issue Certifications - 45781 (Jul 29); 69603 (Nov 20)

Antimicrobial Animal Drug Sales and Distribution Annual Summary Report

Data Tables - 59308 (Sep 26)

Cardiovascular Devices:

Reclassification of Intra-Aortic Balloon and Control Systems for Acute
Coronary Syndrome, etc. - 36702 (Jun 19)

Color Additives:

Sensient Technologies Corp.; Petition Withdrawal - 43093 (Jul 19)
Wm. Wrigley Jr. Co.; Petition - 57705 (Sep 17)
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Food and Drug Administration

Dental Devices:
Blade-Form Endosseous Dental Implant; Reclassification - 2647 (Jan 14)
Temporary Mandibular Condyle Prosthesis; Reclassification - 9070 (Feb 7)
Draft Guidance for Industry and Staff:

Administrative Detention of Drugs Intended for Human or Animal
Use - 42381 (Jul 15)

Charging for Investigational Drugs under an Investigational New Drug
Application - Questions and Answers - 27116 (May 9)

Current Good Manufacturing Practice and Hazard Analysis and Risk-Based
Preventive Controls for Food for Animals - 64735 (Oct 29)

Current Good Manufacturing Practice and Hazard Analysis and Risk-Based
Preventive Controls for Human Food - 69604 (Nov 20)

Establishing List of Qualifying Pathogens under the Food and Drug
Administration Safety and Innovation Act - 357155 (Jun 12)

Expanded Access to Investigational Drugs for Treatment Use - Questions
and Answers - 27115 (May 9)

Good Manufacturing Practice and Hazard Analysis and Risk-Based
Preventive Controls for Human Food - 3646 (Jan 16); 11611 (Feb 19);
17142 (Mar 20); 24691 (Apr 26)

Nicotine Replacement Therapies and Smoking-Cessation Products - 277
(Jan 3)

Purchasing Reef Fish Species Associated with the Hazard of Ciguatera Fish
Poisoning - 18273 (Mar 26)

Questions and Answers Regarding the Final Rule, Prevention of
Salmonella Enteritidis in Shell Eggs During Production, Storage, and
Transportation - 44483 (Jul 24)

Safety and Effectiveness of Consumer Antiseptics; Topical Antimicrobial
Drug Products for Over-the-Counter Human Use;

Amendment - 76443 (Dec 17)

Standards for Admission of Imported Drugs, Registration of Commercial
Importers, etc.; Meeting - 36711 (Jun 19)

Standards for Growing, Harvesting, Packing, and Holding of Produce for
Human Consumption - 17155 (Mar 20); 24692 (Apr 26)

Standards for the Growing, Harvesting, Packing, and Holding of Produce
for Human Consumption - 69605 (Nov 20)

Environmental Assessments:

Standards for the Growing, Harvesting, Packing, and Holding of Produce

for Human Consumption - 48637 (Aug 9)
Environmental Impact Statements:

Current Good Manufacturing Practice and Hazard Analysis and Risk-Based
Preventive Controls for Human Food - 48636 (Aug 9)

Standards for Growing, Harvesting, Packing, and Holding of Produce for
Human Consumption - 50358 (Aug 19); 69006 (Nov 18)

Federal Food, Drug, and Cosmetic Act:

Focused Mitigation Strategies to Protect Food Against Intentional

Adulteration - 78013 (Dec 24)
Food Additives:

Dean Foods Co. and WhiteWave Foods Co.; Petitions - 49990 (Aug 16)

DSM Nutritional Products; Animal Use - 77384, 77384 (Dec 23)

Richard C. Theuer; Carrageenan and Salts of Carrageenan in Infant
Formula; Citizen Petitions - 43093 (Jul 19)

Selenium Levels to Infant Formula and Related Labeling
Requirements - 22442 (Apr 16)

Zentox Corp.; Petition Withdrawal - 28763 (May 14)

Food and Drug Administration Food Safety Modernization Act:

Drug Products that Present Demonstrable Difficulties for
Compounding - 72840 (Dec 4)

Foreign Supplier Verification Programs and the Accreditation of Third-
Party Auditors/Certification Bodies; Meeting - 49988 (Aug 16)

Foreign Supplier Verification Programs and the Accreditation of Third-
Party Auditors/Certification Bodies; Public Meetings - 57320 (Sep 18)

Foreign Supplier Verification Programs for Importers of Food for Humans
and Animals - 45729 (Jul 29); 69602 (Nov 20)

Food and Drug Administration Safety and Innovation Act:
Administrative Detention - 27085 (Apr 9)
Bulk Drug Substances for Compound Drug Products, etc. - 72838 (Dec 4)
Human Subject Protection:
Clinical Studies for Medical Devices; Data Acceptance - 12664 (Feb 25)
Laser Products; Performance Standard Amendment - 37723 (Jun 24)
Interstate Movements:
Turtles Intrastate and Interstate Requirements - 44915 (Jul 25)
Medical Devices:

Anesthesiology Devices; Membrane Lung for Long-Term Pulmonary

Support, etc.; Reclassification - 7758 (Jan 8)

Cardiovascular Devices; External Cardiac Compressor; Reclassification
- 1162 (Jan 8)

External Counter-Pulsating Devices; Chronic Stable Angina Treatment,
etc. - 29672 (May 21)

Gastroenterology-Urology Devices; Reclassification of Implanted Blood
Access Devices - 38867 (Jun 28)

General and Plastic Surgery Devices; Sunlamp Products - 27117 (May 9)

Medical Gases - 17611 (Mar 22)

Microbiology Devices:Nucleic Acid-Based Systems for Mycobacterium
Tuberculosis Complex in Respiratory Specimens; Reclassification
- 36698 (Jun 19)

Ophthalmic Devices; Eyelid Weight Classification - 9349 (Feb 8)

Ophthalmic Devices; Scleral Plug Classification - 5327 (Jan 25)

Pediatric Subpopulations Treatment - 77672 (Feb 19)

Stair-Climbing Wheelchairs Reclassification - 35773 (Jun 12)

Stair-Climbing Wheelchairs; Reclassification; Correction - 39649 (Jul 2)

Meetings:

Focused Mitigation Strategies to Protect Food Against Intentional
Adulteration - 78067 (Dec 24)

Food and Drug Administration Food Safety Modernization Act;
Manufacturing Practice, Hazard Analysis, etc. - 64425 (Oct 29)

Medical Gas Regulation Review - 65588 (Nov 1)

Medical Gas Regulation Review; Correction - 70248 (Nov 25)

Premarket Approvals:

Automated External Defibrillator System - 717890 (Mar 25)

Class Il Preamendments Devices - 4094 (Jan 18)

Permanent Discontinuance or Interruption in Manufacturing of Certain
Drug or Biological Products - 65904 (Nov 4)

Sorbent Hemoperfusion Devices for the Treatment of Poisoning and Drug
Overdose; Reclassification - 20268 (Apr 4)

Prescription Drug Labeling:

Center for Drug Evaluation and Research - 8446 (Feb 6)

Drugs and Biological Products; Supplemental Applications; Labeling
Changes - 78796 (Dec 27)

List of Bulk Drug Substances that May be Used in Pharmacy
Compounding; Withdrawal - 72841 (Dec 4)

Use of Certain Symbols in Labeling - 23508 (Apr 19)

Risk Assessments:

Activities Conducted in Facility Co-Located on a Farm - 3824 (Jan 16)

Activities Outside the Farm Definition Conducted in a Facility Co-Located
on a Farm - 15894 (Mar 13)

Activity/Animal Food Combinations for Activities (Outside the Farm
Definition) Conducted in a Facility Co-Located on a Farm - 64428
(Oct 29)

Activity/Food Combinations for Activities Conducted in Facility Co-Located
on Farm; Extension - 24693 (Apr 26)

Risk of Activity/Food Combinations for Activities; Outside the Farm
Definition - 78063 (Dec 24)

Smokeless Tobacco Product Warning Statements and Scientific
Evidence - 6056 (Jan 29)

Standard of Identity for Milk, Flavored Milk, and 17 Additional Dairy
Products - 711791 (Feb 20)

Standards for Growing, Harvesting, Packing, and Holding of Produce for
Human Consumption - 3503 (Jan 16); 6762 (Jan 31); 10107 (Feb 13);
11611 (Feb 19)

Tobacco Product Manufacturing Practices - 16824 (Mar 19)

Supplemental Applications Proposing Labeling Changes for Approved
Drugs and Biological Products - 67985 (Nov 13)

Tobacco Products:

Menthol in Cigarettes - 44484 (Jul 24); 55671 (Sep 11)
Requirements for the Submission of Data Needed to Calculate User Fees
for Domestic Manufacturers and Importers - 32587 (May 31)
User Fees:
Generic Drug User Fee Amendments; Regulatory Science Initiatives Public
Hearing - 27113 (May 9)

Veterinary Feed Directive - 75515 (Dec 12)

NOTICES

Agency Information Collection Activities; Proposals, Submissions, and

Approvals:
Abbreviated New Animal Drug Applications - 25279 (Apr 30); 52772 (Aug 26)
Administrative Detention and Banned Medical Devices - 8542 (Feb 6);
37546 (Jun 21)
Adverse Event Program for Medical Products - 77620 (Nov 29)
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Agency Information Collection Activities; Proposals, Submissions, and
Approvals - 10179 (Feb 13); 11892 (Feb 20); 28851 (May 16); 39731 (Jul 2);
48172 (Aug 7)

Agreement for Shipment of Devices for Sterilization - 20658 (Apr 5); 42082
(ul 15)

Animal Feed Network, etc. - 52774 (Aug 26)

Animal Generic Drug User Fee Rates and Payment Procedures - 46958
(Aug 2)

Antimicrobial Animal Drug Distribution Reports - 5463 (Jan 25)

Application for Participation in the Medical Device Fellowship
Program - 55260 (Sep 10)

Applications for Approval to Market a New Drug; Patent Submission and
Listing Requirements - 36793 (Jun 17); 57164 (Sep 17)

Applications for Food and Drug Administration Approval to Market a New
Drug; Postmarketing Reports; etc. - 27404 (May 10)

Applications; Approval to Market a New Drug; Postmarketing Reports;
Reporting Information About Authorized Generic Drugs - 54898
(Sep 6)

Assessment of the Risk of Human Salmonellosis Associated with the
Consumption of Tree Nuts - 42963 (Jul 18)

Assessment of the Risk of Human Salmonellosis Associated with the
Consumption of Tree Nuts; Extension of Comment Period - 67365
(Oct 3)

Bar Code Label Requirement for Human Drug and Biological
Products - 28856 (May 16)

Biological Products; Reporting of Biological Product Deviations and
Human Cells, Tissues, and Cellular and Tissue-Based Product
Deviations in Manufacturing - 72893 (Dec 4)

Biosimilar User Fee Rates - 46962 (Aug 2)

Canning Establishment Registration, Process Filing, and Recordkeeping for
Acidified Foods, etc. - 57397 (Sep 18)

Center for Devices and Radiological Health; Electronic Submission Process
for Requesting Export Certificates - 4418 (Jan 22)

Center for Devices and Radiological Health; Request for Participants,
Experiential Learning Program - 719711 (Apr 2)

Clinical Laboratory Improvement Amendments Waiver
Applications - 23568 (Apr 19)

Communicating Composite Scores in Direct-to-Consumer
Advertising - 28224 (May 14); 49271 (Aug 13)

Comprehensive Smokeless Tobacco Health Education Act - 16678 (Mar 18);

34107 (Jun 6)

Current Good Manufacturing Practice for Positron Emission Tomography
Drugs - 17215 (Mar 20); 42960 (Jul 18)

Current Good Manufacturing Practice in Manufacturing, Packaging,
Labeling, or Holding Operations for Dietary Supplements - 76836
(Dec 19)

Designated New Animal Drugs for Minor Use and Minor Species - 39734
(ul 2); 71623 (Nov 29)

Draft Animal Feed Regulatory Program Standards - 47407 (Jul 10); 67167
(Nov 8)

Drug Shortages Task Force and Strategic Plan - 9928 (Feb 12)

Electronic Products - 35279 (Jun 12); 65329 (Oct 31)

Electronic Submission of Adverse Event Reports and Other Safety
Information Using Electronic Submission Gateway and Safety
Reporting Portal - 3433 (Jan 16)

Electronic Submission of Medical Device Registration and Listing - 23569
(Apr 19)

Electronic Submission Process for Voluntary Complaints to Center for
Devices and Radiological Health - 26373 (May 6)

Environmental Impact Considerations - 46347 (Jul 31)

Establishing and Maintaining a List of U.S. Dairy Product Manufacturers/
Processors With Interest in Exporting to Chile - 39736 (Jul 2)

Evaluation for Enhanced Review Transparency and Communication for
New Molecular Entity New Drug Applications, etc. - 26782 (May 8)

Evaluation of General Market Youth Tobacco Prevention
Campaigns - 37546 (Jun 21); 55725 (Sep 11)

Experimental Studies on Consumer Responses to Nutrient Content Claims
on Fortified Foods - 52207 (Aug 22)

Experimental Study of Direct-to-Consumer Promotion Directed at
Adolescents - 65326 (Oct 31)

Experimental Study on Consumer Responses to Nutrition Facts Labels
with Various Footnote Formats, etc. - 32394 (May 30)

Experimental Study, Examination of Corrective Direct-to-Consumer
Television Advertising - 23939 (Apr 23)

Food and Drug Administration

Experimental Study, Public Display of Lists of Harmful and Potential
Harmful Tobacco Constituents - 22887 (Apr 17)

Export of Medical Devices; Foreign Letters of Approval - 20660 (Apr 5);
41068 (Jul 9)

Eye Tracking Experimental Studies to Explore Consumer Use of Food
Labeling Information, etc. - 407153 (Jul 3)

Eye Tracking Study of Direct-to-Consumer Prescription Drug
Advertisement Viewing - 71621 (Nov 29)

Focus Groups About Drug Products as Used by the Food and Drug
Administration - 38993 (Jun 28); 72092 (Dec 2)

Food Additive Petitions and Investigational Food Additive - 206617 (Apr 5)

Food and Drug Administration Modernization Act; Modifications - 2998
(Jan 15)

Food Canning Establishment Registration, Process Filing, and
Recordkeeping for Acidified Foods, etc. - 69095 (Nov 18)

Food Labeling Regulations - 65663 (Nov 1); 79461 (Dec 30)

Food Labeling; Notification Procedures for Statements on Dietary
Supplements - 4153 (Jan 18); 18351 (Mar 26); 39736 (Jul 2)

Food Safety Survey - 656617 (Nov 1)

Foreign Clinical Studies Not Conducted Under an Investigational New Drug
Application - 713067 (Feb 26); 33847 (Jun 5)

Format and Content Requirements for Over-the-Counter Drug Product
Labeling - 44124 (Jul 23)

General Licensing Provisions - Biologics License Application, etc. - 35273
(Jun 12)

General Licensing Provisions; Biologics License Application, Changes to an
Approved Application, Labeling, Revocation and Suspension,
Postmarketing Studies Status Reports - 65334 (Oct 31)

General Market Youth Tobacco Prevention Campaigns - 40756 (Jul 3)

Guidance for Industry and Food and Drug Administration Staff; Section
905(j) Reports: Demonstrating Substantial Equivalence for Tobacco
Products - 78974 (Dec 27)

Guidance for Industry No. 108 on How to Submit Information in Electronic
Format to the Center for Veterinary Medicine, etc. - 53772 (Aug 30)

Guidance for Industry on Chemistry, Manufacturing, and Controls
Postapproval Manufacturing Changes to be Documented in Annual
Reports - 65667 (Nov 1)

Guidance for Industry on Citizen Petitions and Petitions for Stay of Action,
etc. - 60288 (Oct 1)

Guidance for Industry on Expedited Programs for Serious Conditions--
Drugs and Biologics - 66939 (Nov 7)

Guidance for Industry on Hypertension Indication; Drug Labeling for
Cardiovascular Outcome Claims - 52799 (Aug 22); 76841 (Dec 19)
Guidance for Industry on Planning for the Effects of High Absenteeism to
Ensure Availability of Medically Necessary Drug Products - 37548

(Jun 21); 72091 (Dec 2)

Guidance for Industry on Special Protocol Assessment - 69093 (Nov 18)

Guidance on Informed Consent for In Vitro Diagnostic Device Studies
Using Leftover Human Specimens, etc. - 27404 (May 10)

Guidance on Medical Devices; Pre-Submission Program and Meetings with
Food and Drug Administration Staff - 65332 (Oct 37)

Guidance on Meetings with Industry and Investigators on Research and
Development of Tobacco Products - 30928 (May 23)

Guidance on Reagents for Detection of Specific Novel Influenza A
Viruses - 15952 (Mar 13); 45929 (Jul 30)

Guidance; Emergency Use Authorization of Medical Products - 25456
(May 1)

Guide to Minimize Microbial Food Safety Hazards of Fresh-Cut Fruits and
Vegetables - 69684 (Nov 20)

Hazard Analysis and Critical Control Point Procedures for the Safe and
Sanitary Processing and Importing of Juice - 69689 (Nov 20)

Health Care Professional Survey of Prescription Drug Promotion - 23568
(Apr 19)

Human Cells, Tissues, and Cellular and Tissue-Based Products,
Establishment Registration and Listing, etc. - 47934 (jul 12)

Human Immunodeficiency Virus Patient-Focused Drug Development and
Cure Research - 46969 (Aug 2)

Human Tissue Intended for Transplantation - 47403 (Jul 10); 72895 (Dec 4)

Impax Laboratories, Inc.; Bupropion Hydrochloride Extended-Release
Tablets; Withdrawals - 16685 (Mar 18)

Imported Food under the Public Health Security and Bioterrorism
Preparedness and Response Act of 2002 - 65670 (Nov 1)

Importers Entry Notice - 70957 (Nov 27)
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Food and Drug Administration

Improving Food Safety and Defense Capacity of State and Local Level;
Review of State and Local Capacities - 27404 (May 10)

In Vitro Diagnostic for Detection of Middle East Respiratory Syndrome
Coronavirus - 42779 (Jul 17)

Industry-Sponsored Tobacco Product Research - 19713 (Apr 2)

Infant Formula Requirements - 28854 (May 16); 60883 (Oct 2)

Information to Accompany Humanitarian Device Exemption Applications,
etc. - 20715 (Apr 3)

Institutional Review Boards - 60286 (Oct 1)

Interstate Shellfish Dealer's Certificate - 16512 (Mar 15); 39734 (Jul 2)

Investigational Device Exemptions Reports and Records - 23939 (Apr 23)

Investigational New Drug Safety Reporting Requirements for Human Drug
and Biological Products and Safety Reporting Requirements for
Bioavailability and Bioequivalence Studies in Humans - 65338 (Oct 31)

Investigational New Drug Safety Reporting Requirements for Human Drug
and Biological Products, etc. - 35283 (Jun 12)

Labeling for Human Prescription Drugs and Biologics in Electronic Format;
Requirements for Submission - 32392 (May 30); 56715 (Sep 13)

List of U.S. Dairy Product Manufacturers/Processors with Interest in
Exporting to Chile - 76577 (Mar 15)

Mammography Quality Standards Act Requirements - 13687 (Feb 28)

Manufactured Food Regulatory Program Standards - 17657 (Feb 19); 41802
(ul 11)

Medical Device User Fee Cover Sheet - 8543 (Feb 6)

Medical Device User Fee Cover Sheet, Form FDA 3601 - 46954 (Aug 2)

Medical Devices Current Good Manufacturing Practice Quality System
Regulation - 46347 (Jul 31); 74146 (Dec 10)

Medical Devices; Food and Drug Administration Modernization Act; Third-
Party Review - 47065 (Jul 9)

Medical Devices; Inspection by Accredited Persons Program - 6821
(Jan 31); 25456 (May 1)

Medical Devices; Safety and Effectiveness Summaries - 17415 (Mar 21)

Medical Devices; Third-Party Review under the Food and Drug
Administration Modernization Act - 72894 (Dec 4)

Medicated Feed Mill License Application - 27402 (May 10)

Medicated Feed Mill License Applications; Recordkeeping
Requirements - 54899 (Sep 6)

Microbiological Testing and Corrective Measures for Bottled
Water - 39734 (Jul 2)

Molecular Entity New Drug Applications and Original Biologics License
Applications in Prescription Drug User Fee Act - 11652 (Feb 19)

New Animal Drug Applications and Supporting Regulations, etc. - 27969
(May 13)

Orphan Drugs, etc. - 35277 (Jun 12)

Over-the-Counter Drugs; Labeling Requirements - 73797 (Dec 5)

Patent Term Restoration, Due Diligence Petitions, Filing, Format, and
Content of Petitions - 68454 (Nov 14)

Pediatric Uses of Medical Devices under the Federal Food, Drug, and
Cosmetic Act - 76150 (Dec 16)

Petition to Request an Exemption from 100 Percent Identity Testing of
Dietary Ingredients, etc. - 68453 (Nov 14)

Postmarket Surveillance - 28853 (May 16); 55723 (Sep 11)

Premarket Approval of Medical Devices - 44128 (Jul 23); 65339 (Oct 31)

Premarket Notification - 44130 (Jul 23); 64220 (Oct 28)

Premarket Notification for a New Dietary Ingredient - 52773 (Aug 26);
69095 (Nov 18)

Preparing a Claim of Categorical Exclusion or an Environmental
Assessment for Submission to the Center for Food Safety and Applied
Nutrition - 64218 (Oct 28); 78973 (Dec 27)

Prescription Drug Product Labeling; Medication Guide
Requirements - 28224 (May 14)

Prescription Drug User Fee Cover Sheet - 48689 (Aug 9)

Pretesting of Tobacco Communications - 5462 (Jan 25); 22553 (Apr 16)

Prevention of Salmonella Enteritidis in Shell Eggs During
Production - 18605 (Mar 27)

Prevention of Salmonella Enteritidis in Shell Eggs During Production;
Recordkeeping and Registration - 32400 (May 30); 54899 (Sep 6)

Prior Notice of Imported Food under the Public Health Security and
Bioterrorism Preparedness and Response Act of 2002 - 78971 (Dec 27)

Procedures for the Safe and Sanitary Processing and Importing of Fish
and Fishery Products - 47701 (Aug 6); 69687 (Nov 20)

Product Jurisdiction, Assignment of Agency Component for Review of
Premarket Applications - 50064 (Aug 16)

Product Jurisdiction; Assignment of Agency Component for Review of
Premarket Applications - 25746 (May 2)

Protection of Human Subjects, Informed Consent; Institutional Review
Boards - 24208 (Apr 24); 44126 (Jul 23)

Providing Waiver-Related Materials in Accordance with Draft Guidance for
Industry on Providing Postmarket Periodic Safety Reports, etc. - 74151
(Dec 10)

Public Health Service Guideline on Infectious Disease Issues on
Xenotransplantation - 26783 (May 8)

Radiation Protection - 5813 (Jan 28)

Rapid Response Surveys - 77686 (Dec 24)

Recommended Glossary and Educational Outreach to Support Use of
Symbols on Labels and in Labeling of In Vitro Diagnostic Devices
Intended for Professional Use - 55724 (Sep 11)

Recordkeeping Requirements for Microbiological Testing and Corrective
Measures for Bottled Water - 4152 (Jan 18); 17932 (Mar 25)

Registration of Food Facilities under the Public Health Security and
Bioterrorism Preparedness and Response Act - 4414 (Jan 22); 18603
(Mar 27)

Regulations Restricting Sale and Distribution of Cigarettes and Smokeless
Tobacco to Protect Children and Adolescents - 20923 (Apr 8)

Regulations Restricting the Sale and Distribution of Cigarettes and
Smokeless Tobacco to Protect Children and Adolescents - 44955
(Jul 25)

Report under the Food and Drug Administration Safety and Innovation
Act - 41803 (Jul 11)

Reporting Harmful and Potentially Harmful Constituents in Tobacco
Products and Tobacco Smoke under the Federal Food, Drug, and
Cosmetic Act - 23940 (Apr 23)

Reporting of Biological Product Deviations and Human Cells, Tissues, and
Cellular and Tissue-Based Product Deviations in
Manufacturing - 33846 (Jun 5)

Reports of Corrections and Removals of Medical Devices and Radiation
Emitting Products - 38992 (Jun 28)

Requests for Clinical Laboratory Improvement Amendments
Categorization - 30312 (May 22); 56899 (Sep 16)

Revision of the Requirements for Constituent Materials - 33845 (Jun 5)

Sapein Transcatheter Heart Valve - 12330 (Feb 22)

Script Your Future Medication Adherence Campaign - 34709 (Jun 6)

Secure Supply Chain Pilot Program - 57792 (Aug 20)

Secure Supply Chain Pilot Program; Correction - 59706 (Sep 27)

Statements of Organization, Functions, and Delegations of
Authority - 67717 (Jan 29)

Substances Prohibited from Use in Animal Food or Feed; Animal Proteins
Prohibited in Ruminant Feed - 28852 (May 16); 52930 (Aug 27)

Tapentadol; Tramadol; Ketamine; gamma-Butyrolactone; 22 Additional
Substances - 79465 (Dec 30)

Tentative Determination Regarding Partially Hydrogenated Oils - 79707
(Dec 31)

Tentative Determination Regarding Partially Hydrogenated Oils; Request
for Comments and for Scientific Data and Information - 67769 (Nov 8)

Testing Communications on Biological Products - 60287 (Oct 1)

Testing Communications on Medical Devices and Radiation-Emitting
Products - 47066 (Jul 9); 76841 (Dec 19)

Threshold of Regulation for Substances Used in Food-Contact
Articles - 38348 (Jun 26); 63217 (Oct 23)

Tobacco Health Document Submission - 27379 (Apr 10); 49527 (Aug 14)

Tobacco Products, Exemptions From Substantial Equivalence
Requirements - 76838 (Dec 19)

Training Program for Regulatory Project Managers - 8544 (Feb 6)

Unique Device Identification System - 76840 (Dec 19)

United States Firms and Processors that Export to the European
Community - 78364 (Dec 26)

Applications:

Automated Form Pilot Program; New Drug Application Field Alert

Reports - 25749 (May 2)
Authorizations of Emergency Use:

In Vitro Diagnostic for Detection of the Novel Avian Influenza A(H7N9)
Virus - 38044 (Jun 25)

Availability of Masked and De-Identified Non-Summary Safety and Efficacy
Data - 60290 (Oct 1)

Consolidation of Wound Care Products Containing Live Cells - 49528
(Aug 14)

Cooperative Agreements:
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Food and Agriculture Organization Support - 46963 (Aug 2)

North Carolina State University Prestage Department of Poultry Science
and the Piedmont Research Station - 37549 (Jun 21)

Support Regulatory Research; Prescription Drug User Fee Act - 15953
(Mar 13)

Western Center for Food Safety - 37228 (Jun 20)

World Trade Organization's Standards and Trade Development
Facility - 42084 (Jul 15)

Debarment Orders:

Adrian Vela - 14304 (Mar 5)

Anneri lzurieta; Conviction Reversal - 42787 (Jul 17)

Ashley Brandon Foyle - 25456 (May 1)

Bruce I. Diamond; Denial of Hearing - 68455 (Nov 14)

Cheng Yi Liang - 14556 (Mar 6)

David Freeman - 26784 (May 8)

Richard Stowell - 13068 (Feb 26)

Shu Bei Yuan - 716680 (Mar 18)

Yuri lzurieta; Conviction Reversal - 42787 (Jul 17)

Determinations:

Adderall (Amphetamine Aspartate; Amphetamine Sulfate;
Dextroamphetamine Saccharate; Dextroamphetamine Sulfate) Tablet
and 13 Other Drug Products - 67365 (Nov 12)

BANZEL (Rufinamide) Tablet, 100 Milligrams - 69856 (Nov 21)

Benadryl Injection and Two Other Drug Products - 717933 (Mar 25)

CORDRAN (Flurandrenolide) Ointment USP, 0.025% and 0.05% - 35038
(Jun 11)

CYTOXAN (Cyclophosphamide) for Injection - 47321 (Aug 5)

Differin - 6823 (Jan 31)

GEREF (Sermorelin Acetate) Injection, 0.5 Milligrams Base/Vial and 1.0
Milligrams Base/Vial, and GEREF (Sermorelin Acetate) Injection, 0.05
Milligrams Base/Amp - 14095 (Mar 4)

INTAL (cromolyn sodium) Inhalation Capsule, 20 Milligrams - 63227
(Oct 23)

INVEGA (Paliperidone) Extended-Release Tablet, 12 Milligrams - 66009
(Nov 4)

Laviv - 13685 (Feb 28)

LIDEX (fluocinonide) Cream and LIDEX-E (fluocinonide) Cream and Nine
Other Drug Products - 50420 (Aug 19)

METADATE ER (Methylphenidate Hydrochloride) Extended-Release Tablet,
10 Milligrams - 40484 (Jul 5)

MOBAN (Molindone Hydrochloride); Tablets (5, 10, 25, 50, and 100 mg)
and Capsules (5, 10, and 25 mg) - 66742 (Nov 6)

OPANA ER (Oxymorphone Hydrochloride) - 38053 (Jun 25)

Oxycontin (Oxycodone Hydrochloride) - 23273 (Apr 18)

PARAFLEX (Chlorzoxazone) Tablets, 250 Milligrams - 63228 (Oct 23)

Potassium Citrate, 10 Milliequivalents/Packet and 20 Milliequivalents/
Packet - 63228 (Oct 23)

Questran and Questranlight - 18352 (Mar 26)

REV-EYES (Dapiprazole Hydrochloride Ophthalmic Solution), 0.5
Percent - 27971 (May 13)

SUBOXONE (Buprenorphine Hydrochloride and Naloxone Hydrochloride)
Sublingual Tablets, 2 Milligrams/0.5 Milligrams and 8 Milligrams/2
Milligrams - 34708 (Jun 6)

Zytiga - 13684 (Feb 28)

Draft Guidance for Industry and Staff:

Abbreviated New Drug Application Submissions; Refuse-to-Receive
Standards - 60292 (Oct 1)

Abbreviated New Drug Applications: Stability Testing of Drug Substances
and Products - 37231 (Jun 20)

Abbreviated New Drug Applications; Stability Testing of Drug Substances
and Products, Questions and Answers - 52931 (Aug 27)

Abuse-Deterrent Opioids; Evaluation and Labeling - 2676 (Jan 14)

Acceptable Full-Length and Abbreviated Donor History Questionnaires,
etc., for Use in Screening Donors of Source Plasma - 13071 (Feb 26)

Accreditation and Reaccreditation Process for Firms under Third Party
Review Program - 171204 (Feb 15)

Acrylamide in Foods - 68852 (Nov 15)

Active Controls in Studies to Demonstrate Effectiveness of a New Animal
Drug for Use in Companion Animals - 63477 (Oct 24)

Acute Bacterial Skin and Skin Structure Infections; Developing Drugs for
Treatment - 63220 (Oct 23)

Alzheimer's Disease; Developing Drugs for the Treatment of Early Stage
Disease - 9396 (Feb 8)

Food and Drug Administration

Animal Drugs and New Animal Drug Combination Products Administered;
Medicated Feed or Drinking Water of Food-Producing Animals - 75570
(Dec 12)

Annex 14 on Bacterial Endotoxins Test General Chapter - 63227 (Oct 23)

Antibacterial Therapies for Patients With Unmet Medical Need for the
Treatment of Serious Bacterial Diseases - 39737 (Jul 2)

Applicability of Good Laboratory Practice in Premarket Device
Submissions; Questions and Answers - 53757 (Aug 28)

Arsenic in Apple Juice; Action Level, etc. - 42086 (Jul 15)

Arsenic in Apple Juice; Action Level; Supporting Document for Action Level
for Arsenic in Apple Juice; etc. - 56719 (Sep 13)

Assay Migration Studies for In Vitro Diagnostic Devices - 24425 (Apr 25)

Best Practices for Conducting and Reporting Pharmacoepidemiologic
Safety Studies Using Electronic Healthcare Data - 28228 (May 14)

Bioanalytical Method Validation - 56718 (Sep 13)

Bioequivalence Recommendations for Fluticasone Propionate; Salmeterol
Xinafoate - 70953 (Nov 27)

Bioequivalence Recommendations for Fluticasone Propionate; Salmeterol
Xinafoate; Availability - 55263 (Sep 10)

Bioequivalence Recommendations for Iron Sucrose - 66743 (Nov 6)

Bioequivalence Recommendations for Mesalamine Rectal
Suppositories - 46965 (Aug 2)

Bioequivalence Recommendations for Metronidazole Vaginal Gel - 19271
(Mar 29)

Bioequivalence Recommendations for Paliperidone Palmitate Extended-
Release Injectable Suspension - 73200 (Dec 5)

Bioequivalence Recommendations for Risperidone Injection - 52777
(Aug 26)

Bioequivalence Studies with Pharmacokinetic Endpoints for Drugs
Submitted under an Abbreviated New Drug Application - 73799 (Dec 5)

Biological Evaluation of Medical Devices; Evaluation and Testing - 23940
(Apr 23)

Biologics License Applications for Minimally Manipulated, Unrelated
Allogeneic Placental/Umbilical Cord Blood, etc. - 36796 (Jun 17)

Blood Establishment Computer System Validation in the User's
Facility - 78353 (Mar 26)

Center for Devices and Radiological Health Appeals Processes - 29741
(May 17)

Center for Devices and Radiological Health Appeals Processes: Questions
and Answers about 517A - 29140 (May 17)

Center for Devices and Radiological Health; Premarket Data Issues - 54655
(Sep 5)

Center for Drug Evaluation and Research Medical Policy Council - 16679
(Mar 18)

Changes to an Approved Application; Biological Products, Human Blood
and Blood Components Intended for Transfusion, etc. - 32668
(May 31)

Chronic Hepatitis C Virus Infection; Developing Direct-Acting Antiviral
Drugs for Treatment - 63218 (Oct 23)

Circumstances that Constitute Delaying, Denying, Limiting, or Refusing a
Drug Inspection - 42387 (Jul 15)

Civil Money Penalties for Tobacco Retailers - 9396 (Feb 8)

Civil Money Penalties for Tobacco Retailers; Responses to Frequently
Asked Questions - 72900 (Dec 4)

Clinical Investigator Training Course - 63988 (Oct 25)

Clinical Study Designs for Surgical Ablation Devices for Treatment of Atrial
Fibrillation - 17207 (Feb 15)

Codevelopment of Two or More New Investigational Drugs for Use in
Combination - 35940 (Jun 14)

Compliance with Regulations Restricting the Sale and Distribution of
Cigarettes and Smokeless Tobacco to Protect Children and
Adolescents - 52203 (Aug 22)

Considerations for the Design of Early-Phase Clinical Trials of Cellular and
Gene Therapy Products - 39736 (Jul 2); 69690 (Nov 20)

Content of and Process for Submitting Initial Pediatric Study Plans and
Amended Pediatric Study Plans - 42085 (Jul 15)

Content of Premarket Submissions for Management of Cybersecurity in
Medical Devices - 35940 (Jun 14)

Contract Manufacturing Arrangements for Drugs; Quality
Agreements - 371943 (May 28)

Data Elements for Submission of Veterinary Adverse Event Reports to the
Center for Veterinary Medicine - 632217 (Oct 23)

Decisions for Investigational Device Exemption Clinical
Investigations - 35937 (Jun 14)
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Food and Drug Administration

Design Considerations for Pivotal Clinical Investigations for Medical
Devices - 66941 (Nov 7)

Distinguishing Medical Device Recalls From Product Enhancements;
Reporting Requirements - 12329 (Feb 22)

Distribution of In Vitro Diagnostic Products Labeled for Research Use Only
or Investigational Use Only - 70306 (Nov 25)

Documents to Support Submission of an Electronic Common Technical
Document - 52776 (Aug 26)

Draft Generic Drug User Fee Act Information Technology Plan - 78366
(Dec 26)

Draft Risk Profile on Pathogens and Filth in Spices - 66070 (Nov 4)

ear Health Care Provider Letters, etc. - 47064 (Jul 9)

Early Feasibility Study Investigational Device Exemption Applications; Pilot
Program Extension - 23941 (Apr 23)

eCopy Program for Medical Device Submissions - 7102 (Jan 2)

Electronic Common Technical Document - 107817 (Feb 13)

Electronic Source Data in Clinical Investigations - 57395 (Sep 18)

Electronic Study Data Submission; Data Standard Support - 42084 (Jul 15)

Elemental Impurities; International Conference on Harmonisation - 63279
(Oct 23)

Endocrine Disruption Potential of Drugs; Nonclinical Evaluation - 57859
(Sep 20)

Enrichment Strategies for Clinical Trials to Support Approval of Human
Drugs and Biological Products - 7784 (Feb 4)

Establishing Performance Characteristics of In Vitro Diagnostic Devices for
the Detection of Antibodies to Borrelia Burgdorferi - 78988 (Mar 28)

Expedited Programs for Serious Conditions--Drugs and Biologics;
Availability - 38349 (Jun 26)

Financial Disclosure by Clinical Investigators - 713070 (Feb 26)

Food Allergen Thresholds; Risk Assessment - 7785 (Feb 4)

Food Facility Registration, Human and Animal Food - 20326 (Apr 4)

Formal Dispute Resolution, Appeals Above Division Level - 15955 (Mar 13)

Formal Meetings Between FDA and Biosimilar Biological Product Sponsors
or Applicants - 19492 (Apr 1)

Frequently Asked Questions About Medical Foods; Second Edition - 49271
(Aug 13)

Generic Drug User Fee Amendments of 2012; Questions and Answers
(Revision 1) - 70953 (Nov 27)

Generic Drug User Fee Amendments of 2012; Questions and Answers
(Revision 1); Availability - 552617 (Sep 10)

Glass Syringes for Delivering Drug and Biological Products, etc. - 20716
(Apr 3)

Global Unique Device Identification Database - 58545 (Sep 24)

Heparin for Drug and Medical Device Use; Monitoring Crude Heparin for
Quiality - 38058 (Jun 25)

Human Drug Compounding Outsourcing Facilities under the Federal Food,
Drug, and Cosmetic Act - 72897 (Dec 4)

Human Immunodeficiency Virus-1 Infection; Developing Antiretroviral
Drugs for Treatment - 33848 (Jun 5)

Human Pharmaceutical Product Applications, etc. Using Electronic
Common Technical Document Specifications - 370 (Jan 3)

Humanitarian Use Device Designations - 57185 (Jan 24)

Hypertension Indication; Drug Labeling for Cardiovascular Outcome
Claims - 23271 (Apr 18)

Immunogenicity Assessment for Therapeutic Protein Products - 9702
(Feb 11)

Implanted Blood Access Devices for Hemodialysis - 38994 (Jun 28)

Implementation of an Acceptable Abbreviated Donor History
Questionnaire and Accompanying Materials for Use in Screening
Frequent Donors of Blood and Blood Components - 26785 (May 8)

Improvement of Tracking and Tracing of Food; Establishment of Pilot
Projects and Congressional Report - 74309 (Mar 5)

Improvement of Tracking and Tracing of Food; Pilot Projects and
Congressional Report - 19715 (Apr 2)

Independent Assessments; Device Submissions; High Priority
Recommendations - 75571 (Dec 12)

Industry on Frequently Asked Questions About Medical Foods - 68460
(Nov 14)

Informed Consent for In Vitro Diagnostic Device - 9395 (Feb 8)

International Conference on Harmonisation; M7 Assessment and Control
of DNA Reactive Impurities - 22269 (Apr 15)

International Conference on Harmonisation; S10 Photosafety Evaluation
of Pharmaceuticals - 7786 (Feb 4)

Intravascular Stents and Associated Delivery Systems; Non-Clinical
Engineering Tests and Labeling; Updates - 53773 (Aug 30)

Investigational Device Exemption Guidance for Retinal Prostheses - 14557
(Mar 6)

Investigational Device Exemptions for Early Feasibility Medical Device
Clinical Studies, etc. - 602917 (Oct 1)

Investigational New Drug Applications for Minimally Manipulated,
Unrelated Allogeneic Placental/Umbilical Cord Blood, etc. - 36794
(Jun 17)

Investigational New Drug Applications; Human Research Studies - 55262
(Sep 10)

Labeling for Human Prescription Drug and Biological Products; Physician
Labeling Rule; Format Requirements - 12760 (Feb 25)

Labeling of Certain Uses of Lecithin Derived from Soy; Withdrawal - 12761
(Feb 25)

Listeriosis from Soft-Ripened Cheese Consumption in the United States
and Canada - 97017 (Feb 11)

Lung Cancer Patient-Focused Drug Development - 40485 (Jul 5)

Masked and De-Identified Non-Summary Safety and Efficacy Data - 33421
(Jun 4)

Medical Device Classification Product Codes - 27612 (Apr 11)

Medical Device Development Tools - 68459 (Nov 14)

Medical Device Reporting for Manufacturers - 47069 (Jul 9)

Medical Device User Fee Small Business Qualification and
Certification - 6822 (Jan 31); 23569 (Apr 19)

Medical Devices; Pre-Submission Program and Meetings with FDA Staff;
Withdrawal - 950 (Jan 7)

Minimizing Risk for Children's Toy Laser Products - 48772 (Aug 7)

Mobile Medical Applications - 59038 (Sep 25)

Molecular Diagnostic Instruments with Combined Functions - 27728
(Apr 9)

Naming of Drug Products Containing Salt Drug Substances - 78366
(Dec 26)

New Approaches to Antibacterial Drug Development - 32669 (May 31)

Non-Penicillin Beta-Lactam Drugs; Availability; Good Manufacturing
Practices Framework for Preventing Cross-Contamination - 22887
(Apr 17)

Oversight of Clinical Investigations, A Risk-Based Approach to
Monitoring - 48173 (Aug 7)

Patient Counseling Information Section of Labeling for Human
Prescription Drug and Biological Products; Content and
Format - 57394 (Sep 18)

Pediatric Information Incorporated Into Human Prescription Drug and
Biological Products Labeling - 13686 (Feb 28)

Pharmacy Compounding of Human Drug Products under the Federal
Food, Drug, and Cosmetic Act; Availability; Withdrawal - 72907 (Dec 4)

Postmarket Periodic Safety Reports in the International Conference on
Harmonisation E2C(R2) Format - 20926 (Apr 8)

Pre-Launch Activities Importation Requests - 44572 (Jul 24)

Preclinical Assessment of Investigational Cellular and Gene Therapy
Products - 70307 (Nov 25)

Prescription Drug User Fee Act V Information Technology Plan - 78367
(Dec 26)

Product Name Placement, Size, and Prominence in Advertising and
Promotional Labeling - 69697 (Nov 20)

Product-Specific Bioequivalence Recommendations - 20925 (Apr 8); 37230
(Jun 20); 66745 (Nov 6)

Providing Information About Pediatric Uses of Medical Devices under the
Federal Food, Drug, and Cosmetic Act - 7171654 (Feb 19)

Providing Submissions in Electronic Format; Postmarket Non-Expedited
Individual Case Safety Reports; Technical Questions and
Answers - 44573 (Jul 24)

Pulmonary Tuberculosis; Developing Drugs for Treatment - 66744 (Nov 6)

Pulse Oximeters; Premarket Notification Submissions - 14097 (Mar 4)

Q4B Evaluation and Recommendation of Pharmacopoeial Texts; Annex 13
on Bulk Density and Tapped Density of Powders - 31944 (May 28)

Radio Frequency Wireless Technology in Medical Devices - 49529 (Aug 14)

Recommendations for Donor Questioning, etc., to Reduce the Risk of
Transfusion-Transmitted Malaria - 50421 (Aug 19)

Recommendations for Labeling Medical Products to Inform Users the
Product or Product Container Is Not Made With Natural Rubber
Latex - 15370 (Mar 11)
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Recommendations for Premarket Notification (510(k)) Submissions for
Nucleic Acid-Based Human Leukocyte Antigen Test Kits Used for
Matching of Donors, etc. - 69693 (Nov 20)

Recommendations for Preparation and Submission of Animal Food
Additive Petitions - 55727 (Sep 11)

Recommendations for Screening, Testing, and, Management of Blood
Donors and Blood and Blood Components Based on Screening Tests
for Syphilis - 13069 (Feb 26)

Refuse to Accept Policy for 510(k)s - 700 (Jan 2)

Registration for Human Drug Compounding Outsourcing Facilities under
the Federal Food, Drug, and Cosmetic Act - 72899 (Dec 4)

Regulatory Classification of Pharmaceutical Co-Crystals - 24754 (Apr 26)

Regulatory Requirements for Hearing Aid Devices and Personal Sound
Amplification Products - 66940 (Nov 7)

Responsibilities for Reviewing the Qualifications of Investigators,
Adequacy of Research Sites, etc. - 52932 (Aug 27)

Retrospective Review of Draft Guidance Documents Issued Before 2010;
Withdrawal of Guidances - 48175 (Aug 7)

Rheumatoid Arthritis; Developing Drug Products for Treatment - 32667
(May 31)

Safety Considerations for Container Labels and Carton Labeling Design to
Minimize Medication Errors - 24211 (Apr 24)

Safety Labeling Changes; Implementation of the Federal Food, Drug, and
Cosmetic Act - 45930 (Jul 30)

Salmonella Contamination of Dry Dog Food; Withdrawal - 42526 (Jul 16)

Salmonella in Food for Animals - 42526 (Jul 16)

Scale-Up and Post-Approval Changes, Manufacturing Equipment
Addendum - 79495 (Apr 1)

Self-Selection Studies for Nonprescription Drug Products - 21611 (Apr 11)

Specification of the Unique Facility Identifier System for Drug
Establishment Registration - 54899 (Sep 6)

Specifications for File Format Types Using Electronic Common Technical
Document Specifications - 22554 (Apr 16)

Strengthening the Operating Framework and Furthering the Objectives of
Coalition for Accelerating Standards and Therapies Initiative - 52933
(Aug 27)

Studies to Evaluate the Safety of Residues of Veterinary Drugs in Human
Food; General Approach to Establish a Microbiological Acceptable
Daily Intake - 74308 (Mar 5)

Studies to Evaluate the Safety of Residues of Veterinary Drugs in Human
Food; Genotoxicity Testing - 74306 (Mar 5)

Studies to Evaluate the Utility of Anti-Salmonella Chemical Food Additives
in Feeds - 68461 (Nov 14)

Submissions for Postapproval Modifications to a Combination Product
- 4417 (Jan 22)

Submitting Hepatitis C Virus Resistance Data - 12759 (Feb 25)

Tablet Scoring; Nomenclature, Labeling, and Data for Evaluation - 15956
(Mar 13)

Technical Considerations for Pen, Jet, and Related Injectors Intended for
Use with Drugs and Biological Products - 34392 (Jun 7)

Tobacco Retailer Training Programs - 18609 (Mar 27); 54657 (Sep 5)

Types of Communication During the Review of Medical Device
Submissions - 14305 (Mar 5)

Use of Donor Screening Tests to Test Donors of Human Cells, Tissues, and
Cellular and Tissue-Based Products for Infection with Treponema
pallidum (Syphilis) - 66366 (Nov 5)

Use of Fecal Microbiota for Transplantation - 42965 (Jul 18)

Use of Nucleic Acid Tests to Reduce the Risk of Transmission of West Nile
Virus From Donors of Human Cells, Tissues, and Cellular and Tissue-
Based Products; Availability - 63476 (Oct 24)

Use of Serological Tests to Reduce the Risk of Transmission of
Trypanosoma cruzi Infection, etc. - 46954 (Aug 2)

Use of Units of Plasma and Fresh Frozen Plasma Which have been
Thawed - 43888 (Jul 22)

User Fees and Refunds for Premarket Approval Applications and Device
Biologics License Applications - 719714 (Apr 2)

What You Need to Know About Administrative Detention of Foods; Small
Entity Compliance Guide - 15077 (Mar 8)

Draft Guidance for Industry:

Recommendations for Preparation and Submission of Animal Food
Additive Petitions - 74154 (Dec 10)

Size, Shape, and Other Physical Attributes of Generic Tablets and
Capsules - 74154 (Dec 10)

Draft Risk Profile:

Food and Drug Administration

Pathogens and Filth in Spices - 76628 (Dec 18)
Environmental Assessments:
Electronic Study Data Submission; Data Standard Support End Date - 5876
(Jan 28)
Extreme Weather Effects on Medical Device Safety and Quality - 12067
(Feb 21)
Genetically Engineered Atlantic Salmon - 70620 (Feb 14)
Investigational New Drug Applications - 20924 (Apr 8)
Therapeutic Area Standards Initiative Project Plan - 63487 (Oct 24)
Environmental Impact Statements:
Food Safety Modernization Act Domestic and Foreign Facility Reinspection,
Recall, and Importer Reinspection Fee Rates - 46966 (Aug 2)
Listeria Monocytogenes in Retail Delicatessens - 27939 (May 13)
Fee Schedules:
Fee for Using a Priority Review Voucher - 54656 (Sep 5)
Food Safety Modernization Act:
Food and Drug Administration Safety and Innovation Act Section 907
Report - 52202 (Aug 22)
Modifications to the List of Recognized Standards, Recognition List
Number 031 - 47703 (Aug 6)
Modifications to the List of Recognized Standards, Recognition List
Number 032 - 47712 (Aug 6)
Funding Availabilities:
Building Research Capacity in Global Tobacco Product Regulation
Program - 38055 (Jun 25)
Linking Marketplace Heparin Product Attributes and Manufacturing
Processes to Bioactivity and Immunogenicity - 36786 (Jun 19)
Pediatric Device Consortia Grant Program - 20665 (Apr 5)
Regulatory Systems Strengthening - 38053 (Jun 25)
Generic Drugs:
Active Pharmaceutical Ingredient and Finished Dosage Form Facility Fee
Rates - 3900 (Jan 17)
Generic Drug Facilities, Sites, and Organizations - 22553 (Apr 16)
International Drug Scheduling:
Gamma-Hydroxybutyric Acid; World Health Organization Scheduling
Recommendations - 9397 (Feb 8)
International Consortium of Cardiovascular Registries - 19716 (Apr 2)
Medical Devices:
Availability of Safety and Effectiveness Summaries for Premarket Approval
Applications - 35284 (Jun 12)
Medical Device Single Audit Program International Coalition Pilot
Program - 68853 (Nov 15)
Medical Device User Fee Rates - 46970 (Aug 2)
Medical Device User Fee; Web Site Location of Fiscal Year 2014 Proposed
Guidance Development - 66746 (Nov 6)
Safety and Effectiveness Summaries for Premarket Approval
Applications - 50422 (Aug 19)
Meetings:
510(k) Device Modifications; Deciding When to Submit a 510(k) for a
Change to an Existing Device - 26786 (May 8)
Accessible Medical Device Labeling in a Standard Content and
Format - 957 (Jan 7)
Accessible Medical Device Labeling in a Standard Content and Format;
Correction - 6825 (Jan 31)
Advisory Committee for Pharmaceutical Science and Clinical
Pharmacology - 42966 (Jul 18); 58314, 58315 (Sep 23)
Advisory Committee for Reproductive Health Drugs - 734 (Jan 4)
Advisory Committee for Reproductive Health Drugs and the Drug Safety
and Risk Management Advisory Committee - 16271 (Mar 14)
Advisory Committee for Reproductive Health Drugs and the Drug Safety
and Risk Management Advisory Committee; Amendment - 20327
(Apr 4)
Advisory Committees; Tentative Schedule - 704 (Jan 2)
Allergenic Products Advisory Committee - 54658 (Sep 5); 66011 (Nov 4);
78368 (Dec 26)
Anesthetic and Analgesic Drug Products Advisory Committee - 27405
(May 10); 29142 (May 17)
Anesthetic and Analgesic Drug Products Advisory Committee;
Cancellation - 42088 (Jul 15)
Annual Computational Science Symposium - 70780 (Feb 13)
Anti-Infective Drugs Advisory Committee - 48174 (Aug 7); 48690 (Aug 9)
Antiviral Drugs Advisory Committee - 56900 (Sep 16); 57166 (Sep 17)
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Food and Drug Administration

Application of Advances in Nucleic Acid and Protein Based Detection
Methods to Multiplex Detection of Transfusion-Transmissible Agents,
etc. - 16513 (Mar 15)

Arthritis Advisory Committee - 32403 (May 30); 33423 (Jun 4)

Battery-Powered Medical Devices Workshop: Challenges and
Opportunities - 33849 (Jun 5)

Blood Products Advisory Committee - 2677 (Jan 14); 38351 (Jun 26); 56899
(Sep 16)

Cardiovascular and Renal Drugs Advisory Committee - 36787 (Jun 19);
38717 (Jun 27); 76307, 76308, 76308 (Dec 17)

Cellular, Tissue and Gene Therapies Advisory Committee - 15726 (Mar 12);
44133 (Jul 23)

Cellular, Tissue, and Gene Therapies Advisory Committee - 79699 (Dec 31)

Center for Devices and Radiological Health; Health of Women
Program - 20928 (Apr 8)

Challenging Regulatory and Reimbursement Paradigms for Medical
Devices in the Treatment of Metabolic Diseases; etc. - 56719 (Sep 13)

Changing Regulatory and Reimbursement Paradigms for Medical Devices
in the Treatment of Obesity and Metabolic Diseases, etc. - 69694
(Nov 20)

Circulatory System Devices Panel of the Medical Devices Advisory
Committee - 771208 (Feb 15); 49272 (Aug 13); 55081 (Sep 9); 67365
(Nov 12)

Clinical Chemistry and Clinical Toxicology Devices Panel of the Medical
Devices Advisory Committee - 19717 (Apr 2)

Clinical Development Programs for Opioid Conversion - 37945 (May 28)

Clinical Flow Cytometry in Hematologic Malignancies - 5786 (Jan 24)

Clinical Trial Design for Intravenous Fat Emulsion Products - 583178 (Sep 23)

Clinical Trial Requirements, Regulations, Compliance, and Good Clinical
Practice; Conference with Society of Clinical Research
Associates - 20664 (Apr 5)

Complex Issues in Developing Drug and Biological Products for Rare
Diseases - 58311 (Sep 23)

Complex Issues in Developing Medical Devices for Pediatric Patients
Affected by Rare Diseases - 58316 (Sep 23)

Computer Methods for Medical Devices - 20666 (Apr 5)

Creating an Alternative Approval Pathway for Certain Drugs Intended to
Address Unmet Medical Need - 3005 (Jan 15)

Current Good Manufacturing Practices; Creating, Implementing, and
Sustaining a Culture of Quality - 26375 (May 6)

Dental Products Panel of the Medical Devices Advisory Committee - 27971
(May 13)

Detecting and Evaluating Drug-Induced Liver Injury; What's Normal,
What's Not, and What Should We Do About It - 5877 (Jan 28)

Developing Novel Endpoints for Premium Intraocular Lenses; FDA and
American Academy of Ophthalmology Workshop - 549017 (Sep 6)

Developing Novel Endpoints for Premium Intraocular Lenses; Public
Workshop - 76842 (Dec 19)

Device Good Manufacturing Practice Advisory Committee - 12068 (Feb 21)

Driving Quality and Compliance Throughout the Product Life Cycle in a
Global Regulatory Environment - 20325 (Apr 4)

Drug Development for Chronic Fatigue Syndrome and Myalgic
Encephalomyelitis; Workshop - 15371 (Mar 11)

Drug Safety and Risk Management Advisory Committee - 30929 (May 23)

Ear, Nose and Throat Devices Panel of the Medical Devices Advisory
Committee - 63225 (Oct 23)

Electronic Submission of Tobacco Product Applications and Other
Information; Public Workshop - 34393 (Jun 7)

Endocrinologic and Metabolic Drugs Advisory Committee - 50423 (Aug 19);
63224 (Oct 23); 64956 (Oct 30); 67364 (Nov 12)

Endocrinologic and Metabolic Drugs Advisory Committee and Drug Safety
and Risk Management Advisory Committee - 22270 (Apr 15)

European Medicines Agency Orphan Product Designation and Grant
Public Workshop - 51732 (Aug 21)

Fecal Microbiota for Transplantation - 12763 (Feb 25)

Fibromyalgia, Patient-Focused Drug Development; Correction - 63223
(Oct 23)

Fibromyalgia; Patient Focused Drug Development - 58313 (Sep 23)

Food Advisory Committee - 44132 (Jul 23)

Food and Drug Administration/Xavier University Global Medical Device
Conference - 15957 (Mar 13)

Food and Drug Administration/Xavier University PharmaLink Conference;
Quality in a Global Supply Chain - 9703 (Feb 11)

Gastroenterology and Urology Devices Panel of Medical Devices Advisory
Committee - 25747 (May 2)

Gastroenterology Regulatory Endpoints and the Advancement of
Therapeutics - 49530 (Aug 14)

Gastroenterology-Urology Panel and Radiological Devices Panel of the
Medical Devices Advisory Committee - 47937 (Jul 12)

Gastrointestinal Drugs Advisory Committee and Drug Safety and Risk
Management Advisory Committee - 64957 (Oct 30)

General and Plastic Surgery Devices Panel of the Medical Devices Advisory
Committee - 716684 (Mar 18); 30928 (May 23)

Global Quality Systems--An Integrated Approach to Improving Medical
Product Safety - 10787 (Feb 13)

Health Professional Organizations Conference - 44574 (Jul 24)

Human Immunodeficiency Virus Patient-Focused Drug Development and
Human Immunodeficiency Virus Cure Research - 29755 (May 21)

International Cooperation on Cosmetics - 20662 (Apr 5)

Lung Cancer Patient-Focused Drug Development - 33857 (Jun 5)

Medical Countermeasures Initiative Regulatory Science
Symposium - 20664 (Apr 5)

Medical Device Labeling in a Standard Content and Format - 17934
(Mar 25)

Medical Devices Advisory Committee; Clinical Chemistry and Clinical
Toxicology Devices Panel - 13347 (Feb 27)

Medical Imaging Drugs Advisory Committee - 734 (Jan 4)

Medical Imaging Drugs Advisory Committee and Oncologic Drugs Advisory
Committee - 12762 (Feb 25)

Meta-Analyses of Randomized Controlled Clinical Trials (RCTs) for the
Evaluation of Risk to Support Regulatory Decisions - 63479 (Oct 24)

Microbiology Devices Panel of the Medical Devices Advisory
Committee - 26786 (May 8)

Neonatal Subcommittee of the Pediatric Advisory Committee - 717655
(Feb 19)

Nonprescription Drugs Advisory Committee - 37820 (Jun 24)

Nonvoting Industry Representatives on the Tobacco Products Scientific
Advisory Committee - 63989 (Oct 25)

Office of Health and Constituent Affairs; Patient Network Annual
Meeting - 48691 (Aug 9)

Oncologic Drugs Advisory Committee - 13348 (Feb 27); 48690 (Aug 9)

Ophthalmic Devices Panel of Medical Devices Advisory Committee - 73350
(Feb 27)

Ophthalmic Devices Panel of the Medical Devices Advisory
Committee - 46977 (Aug 2); 77688 (Dec 24)

Orthopaedic and Rehabilitation Devices Panel of the Medical Devices
Advisory Committee - 27129 (Apr 9); 24426 (Apr 25); 66942 (Nov 7);
77689 (Dec 24)

Orthopaedic and Rehabilitation Devices Panel of the Medical Devices
Advisory Committee; Cancellation - 47803 (Jul 11)

Orthopaedic and Rehabilitation Devices Panel of the Medical Devices
Advisory Committee; Postponement - 20328 (Apr 4)

Over-the-Counter Ophthalmic Drug Products; Emergency Use Eyewash
Products - 57397 (Sep 18); 68854 (Nov 15)

Patient Preference Initiative; Incorporating Patient Preference Information
Into the Medical Device Regulatory Processes; Public
Workshop - 45538 (Jul 29)

Patient-Focused Drug Development for Narcolepsy - 43209 (Jul 19)

Pediatric Advisory Committee - 12763 (Feb 25); 49272 (Aug 13)

Pediatric Ethics Subcommittee of the Pediatric Advisory
Committee - 48438 (Aug 8)

Pediatric Oncology Subcommittee of the Oncologic Drugs Advisory
Committee - 63222, 63224 (Oct 23)

Peripheral and Central Nervous System Drugs Advisory
Committee - 20328 (Apr 4); 63478, 63481 (Oct 24)

Prescription Drug User Fee Act Patient-Focused Drug
Development - 27613 (Apr 11)

Psychopharmacologic Drugs Advisory Committee - 13349 (Feb 27)

Pulmonary-Allergy Drugs Advisory Committee - 17413 (Mar 21); 46976
(Aug 2)

Reagan-Udall Foundation - 23960 (Apr 23)

Rechanneling the Current Cardiac Risk Paradigm: Arrhythmia Risk
Assessment During Drug Development without the Thorough QT
Study - 36787 (Jun 19)

Reproductive Health Drugs and the Drug Safety and Risk Management
Advisory Committees - 2677 (Jan 14)
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Review and Regulation of Drugs for the Treatment of Amyotrophic Lateral
Sclerosis - 6824 (Jan 31)

Risk Communication Advisory Committee and Tobacco Products Scientific
Advisory Committee - 37821 (Jun 24)

Risk Communications Advisory Committee - 17414 (Mar 21); 42087 (Jul 15);
70954 (Nov 27)

Rodent Carcinogenicity Testing of Pharmaceuticals - 16687 (Mar 18)

Science Advisory Board to the National Center for Toxicological
Research - 77687 (Dec 24)

Science Board - 6332 (Jan 30)

Science Board to Food and Drug Administration Advisory
Committee - 13348 (Feb 27)

Science Board to the Food and Drug Administration - 30377 (May 22)

Seventh Annual Drug Information Association/Food and Drug
Administration Statistics Forum - 713072 (Feb 26)

Sickle Cell Disease; Patient-Focused Drug Development - 66747 (Nov 6)

Sixth Annual Sentinel Initiative; Public Workshop - 67168 (Nov 8)

Society of Clinical Research Associates/Food and Drug
Administration - 55728 (Sep 11)

Standardizing and Evaluating Risk Evaluation and Mitigation
Strategies - 30313 (May 22)

Strategies to Address Hemolytic Complications of Immune Globulin
Infusions; Public Workshop - 79469 (Dec 30)

Summit on Color in Medical Imaging; Public Workshops - 18671 (Mar 27)

Synergizing Efforts in Standards Development for Cellular Therapies and
Regenerative Medicine Products - 43889 (Jul 22)

Tobacco Product Analysis Scientific Workshop - 33424 (Jun 4)

Tobacco Products Scientific Advisory Committee - 20927 (Apr 8); 38059
(Jun 25)

Transmissible Spongiform Encephalopathies Advisory Committee - 77207
(Feb 15)

Trial Designs and Endpoints for Liver Disease Secondary to Nonalcoholic
Steatohepatitis; Public Workshop - 463517 (Jul 31)

Vaccines and Related Biological Products Advisory Committee - 5465
(Jan 25); 20663 (Apr 5); 60884 (Oct 2)

Veterinary Oversight of Antimicrobial Use in Livestock, Impact on
Stakeholders - 14801 (Mar 7)

New Animal Drugs:

Ag-Mark, Inc., et al.; Withdrawal - 14803 (Mar 7)

Animal Drug User Fee Rates and Payment Procedures - 46955 (Aug 2)

Arsanilic Acid; Withdrawal of Approval - 70566 (Nov 26)

Carbarsone; Roxarsone; Withdrawal - 70062 (Nov 22)

Diethylcarbamazine; Nicarbazin; Penicillin; Roxarsone; Withdrawal - 52536
(Aug 23)

Quali-Tech Products, Inc.; Bambermycins; Pyrantel; Tylosin; Virginiamycin;
Withdrawal - 52535 (Aug 23)

Food and Drug Administration

New Drug Applications:
Bracco Diagnostics et al.; Withdrawals - 43270 (Jul 19)
Generic Drug User Fee, Drug Master File, Final Dosage Form Facility, and
Active Pharmaceutical Ingredient Facility Fee - 46977 (Aug 2)
GlaxoSmithKline LLC; BEXXAR; Withdrawal - 63226 (Oct 23)
ORAFLEX; Eli Lilly and Co.; Withdrawals - 33426 (Jun 4)
Pfizer, Inc.; BEXTRA; Withdrawal - 46984 (Aug 2)
Purdue Pharma, LP; OXYCONTIN; Withdrawal - 48177 (Aug 7)
Smith Miller and Patch Inc., et al.; Opportunity for a Hearing;
Withdrawal - 66748 (Nov 6)
Nominations:
Food Advisory Committee - 79700 (Dec 31)
Steering Committee for Innovation in Medical Evidence Development and
Surveillance Program - 23961 (Apr 23)
Tobacco Products Scientific Advisory Committee - 64505 (Oct 29)
Voting and/or Nonvoting Consumer Representatives on Public Advisory
Committees or Panels, etc. - 123317 (Feb 22); 37551 (Jun 21)
Voting Members on Public Advisory Panels or Committees - 9060 (Feb 7);
29757 (May 21)
Pilot Projects:
Pilot Program for Parallel Review of Medical Products; Extension - 76628
(Dec 18)
Transport Format for the Submission of Regulatory Study Data - 70954
(Nov 27)
Premarket Approvals:
Acceptance and Filing Reviews - 107 (Jan 2)
Canned Tuna Deviating from Identity Standard - 2273 (Jan 10)
Clinical Pharmacogenomics; Clinical Studies, Labeling, Evaluation - 5876
(Jan 28)
Medical Devices; Safety and Effectiveness Summaries - 950 (Jan 7)
Total Product Life Cycle - 16676 (Mar 18)
Prescription Drug Labeling:
Nicotine Replacement Therapy Products for Over-the-Counter Human
Use - 19718 (Apr 2)
Regulatory Review Periods for Patent Extensions:
Beyaz - 6826 (Jan 31)
Xalkori - 6826 (Jan 31)
User Fees:
Prescription Drug User Fee Act; Benefit-Risk Plan - 15079 (Mar 8)
Prescription Drug User Fee Act; Workload Adjuster Evaluation - 26374
(May 6)
Prescription Drug User Fee Rates - 46980 (Aug 2)
Prescription Drug User Fee Rates; Correction - 53752 (Aug 28)
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