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Food and Dru

Administration (FDA)

FDA

FDA-2005-0001

FDA-2005-0001-0001

Cold, Cough, Allergy, Bronchodilator, and
Antiasthmatic Drug Products for Over-the-
Counter Human Use; Proposed Amendment of
Monograph for Over-the-Counter Bronchodilator
Drug Products

7/13/2005

null date

7/13/2005

0910-AF32

05-13709

FDA

FDA-2005-0002

FDA-2005-0002-0001

High Chemical Co. et al.; Withdrawal of Approval
of 13 New Drug Applications

9/21/2005

null date

9/21/2005

05-18873

FDA

FDA-2005-0003

FDA-2005-0003-0001

Drug Approvals: Circumstances Under Which an
Active Ingredient May Be Simultaneously
Marketed in Both a Prescription Drug Product and
an Over-the-Counter Drug Product

9/1/2005

null date

9/1/2005

0910-AF72

05-17390

FDA

FDA-2005-0004

FDA-2005-0004-0001

Use of Materials Derived From Cattle in Human
Food and Cosmetics

null date

9/7/2005

0910-AF47

05-17693

FDA

FDA-2005-0005

FDA-2005-0005-0001

Psychopharmacologic Drugs Advisory
Committee; Notice of Meeting

9/21/2005

null date

9/21/2005

05-18872

FDA

FDA-2005-0006

FDA-2005-0006-0001

Industry Exchange Workshop on Food and Drug
Administration Clinical Trial Requirements; Public
Workshop

9/21/2005

null date

9/21/2005

05-18871

FDA

FDA-2005-0007

FDA-2005-0007-0002

Cold, Cough, Allergy, Bronchodilator, and
Antiasthmatic Drug Products for Over-the-
Counter Human Use; Technical Amendment

3/19/2007

null date

3/19/2007

E7-04957

FDA

FDA-2005-0007

FDA-2005-0007-0001

Cold, Cough, Allergy, Bronchodilator, and
Antiasthmatic Drug Products for Over-the-
Counter Human Use; Proposed Amendment of
the Tentative Final Monograph for Combination
Drug Products

7/13/2005

null date

7/13/2005

0910-AF33

05-13708

FDA

FDA-2005-0008

FDA-2005-0008-0001

Current Good Manufacturing Practice for Positron
Emission Tomography Drugs

null date

9/20/2005

05-18510

FDA

FDA-2005-0009

FDA-2005-0009-0001

Stakeholder Meeting on the Implementation of A
New Direction for the Food and Drug
Administrations Radiological Health Program;
Public Meeting

9/23/2005

null date

9/23/2005

05-19077

FDA

FDA-2005-0010

FDA-2005-0010-0001

Preparation for International Conference on
Harmonization Meetings in Chicago, lllinois;
Public Meeting

9/23/2005

null date

9/23/2005

05-19017

FDA

FDA-2005-0011

FDA-2005-0011-0001

Memorandum of Understanding Between the
Food and Drug Administration and the Food and
Drug Administration Alumni Association

9/23/2005

null date

9/23/2005

05-19016
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Food and Dru

Administration (FDA)

FDA

FDA-2005-0012

FDA-2005-0012-0001

Frozen Desserts; Petition to Revoke Standards
for Goats Milk Ice Cream and Mellorine and to
Amend Standards for Ice Cream and Frozen
Custard, Sherbet, and Water Ices; Petition to
Amend Standards for Parmesan and Reggiano
Cheese

9/27/2005

null date

9/27/2005

05-19194

FDA

FDA-2005-0013

FDA-2005-0013-0003

Designation of New Animal Drugs for Minor Uses
or Minor Species

null date

7/26/2007

0910-AF60

E7-14444

FDA

FDA-2005-0013

FDA-2005-0013-0001

Designation of New Animal Drugs for Minor Uses
or Minor Species

null date

9/27/2005

0910-AF60

05-19196

FDA

FDA-2005-0013

FDA-2005-0013-0002

Designation of New Animal Drugs for Minor Uses
or Minor Species; Reopening of the Comment
Period

12/28/2005

1/27/2002

12/28/2005

0910-AF60

05-24512

FDA

FDA-2005-0014

FDA-2005-0014-0001

International Conference on Harmonisation
Workshop on Oncolytic Viruses; Public Workshop

9/27/2005

null date

9/27/2005

05-19195

FDA

FDA-2005-0015

FDA-2005-0015-0001

Advisory Committee for Pharmaceutical Science;
Notice of Meeting

9/27/2005

null date

9/27/2005

05-19193

FDA

FDA-2005-0016

FDA-2005-0016-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Veterinary
Feed Directive

9/28/2005

null date

9/28/2005

05-19393

FDA

FDA-2005-0017

FDA-2005-0017-0001

Memorandum of Understanding between the
Food and Drug Administration, Forensic
Chemistry Center and the Federal Bureau of
Investigation

9/28/2005

null date

9/28/2005

05-19339

FDA

FDA-2005-0018

FDA-2005-0018-0001

Memorandum of Understanding Between the
Food and Drug Administration and the National
Library of Medicine

9/28/2005

null date

9/28/2005

05-19340

FDA

FDA-2005-0019

FDA-2005-0019-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request;
Dissemination of Information on Unapproved/New
Uses for Marketed Drugs, Biologics, and Devices

9/28/2005

null date

9/28/2005

05-19394

FDA

FDA-2005-0020

FDA-2005-0020-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Extralabel
Drug Use in Animals

9/28/2005

null date

9/28/2005

05-19392

FDA

FDA-2005-0021

FDA-2005-0021-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Reprocessed Single-Use Device Labeling

9/29/2005

null date

9/29/2005

05-19509
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Food and Dru

Administration (FDA)

FDA

FDA-2005-0022

FDA-2005-0022-0001

Medical Devices; Reprocessed Single-Use
Devices; Termination of Exemptions From
Premarket Notification; Requirement for
Submission of Validation Data

9/29/2005

null date

9/29/2005

05-19510

FDA

FDA-2005-0023

FDA-2005-0023-0001

Food Labeling; Nutrient Content Claims,
Definition of Sodium Levels for the Term
““Healthy

9/29/2005

null date

9/29/2005

0910-AC49

05-19511

FDA

FDA-2005-0024

FDA-2005-0024-0001

Draft Guidance for Industry on Using Electronic
Means to Distribute Certain Product Information;
Availability

9/30/2005

null date

9/30/2005

05-19731

FDA

FDA-2005-0025

FDA-2005-0025-0001

Draft Guidance for Industry and FDA Review Staff
on Collection of Platelets by Automated Methods;
Availability

10/3/2005

null date

10/3/2005

05-19727

FDA

FDA-2005-0026

FDA-2005-0026-0001

Registration of Food Facilities Under the Public
Health Security and Bioterrorism Preparedness
and Response Act of 2002

10/3/2005

null date

10/3/2005

0910-AC40

05-19730

FDA

FDA-2005-0027

FDA-2005-0027-0001

Iceberg Water Deviating From Identity Standard;
Temporary Permit for Market Testing

10/3/2005

null date

10/3/2005

05-19728

FDA

FDA-2005-0028

FDA-2005-0028-0001

International Conference on Harmonisation; Draft
Guidance on E2B(R) Clinical Safety Data
Management: Data Elements for Transmission of
Individual Case Safety Reports; Availability

10/3/2005

null date

10/3/2005

05-19655

FDA

FDA-2005-0029

FDA-2005-0029-0001

Food and Drug Administrations Communication
of Drug Safety Information; Public Hearing

10/3/2005

null date

10/3/2005

05-19759

FDA

FDA-2005-0030

FDA-2005-0030-0001

Guidance for Industry and Food and Drug
Administration Staff; Class Il Special Controls
Guidance Document: AFP-L3% Immunological
Test Systems; Availability

10/4/2005

null date

10/4/2005

05-19853

FDA

FDA-2005-0031

FDA-2005-0031-0001

Third Annual Stakeholder Meeting on the Medical
Device User Fee and Modernization Act of 2002;
Public Meeting

10/4/2005

null date

10/4/2005

05-19864

FDA

FDA-2005-0032

FDA-2005-0032-0001

Medical Devices; Immunology and Microbiology
Devices; Classification of AFP-L3%
Immunological Test Systems

10/4/2005

null date

10/4/2005

05-19863

FDA

FDA-2005-0033

FDA-2005-0033-0001

New Animal Drugs; Change of Sponsor

10/4/2005

null date

10/4/2005

C5-17472

FDA

FDA-2005-0034

FDA-2005-0034-0001

Establishing a Docket for the Biological Products
for Treatment of Rare Plasma Protein Disorders
Public Workshop; Availability

10/4/2005

null date

10/4/2005

05-19852
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Food and Dru

Administration (FDA)

FDA

FDA-2005-0035

FDA-2005-0035-0001

Vision 2006--A Conversation With the American
Public; Notice of Public Meetings on Specific
Food and Drug Administration Issues; Notice of
Cancellation of Meetings

10/5/2005

null date

10/5/2005

05-19956

FDA

FDA-2005-0036

FDA-2005-0036-0001

Draft Guidance for Industry and Food and Drug
Administration Staff; Functional Indications for
Implantable Cardioverter Defibrillators; Availability

10/6/2005

null date

10/6/2005

05-20092

FDA

FDA-2005-0037

FDA-2005-0037-0001

Substances Prohibited From Use in Animal Food
or Feed

null date

10/6/2007

0910-AF46

05-20196

FDA

FDA-2005-0038

FDA-2005-0038-0001

The Essentials of Food and Drug Administration
Device Regulations: A Primer for Manufacturers
and Suppliers; Public Workshop

10/6/2005

null date

10/6/2005

05-20093

FDA

FDA-2005-0039

FDA-2005-0039-0001

Pediatric Advisory Committee; Notice of Meeting

10/7/2005

null date

10/7/2005

05-20303

FDA

FDA-2005-0040

FDA-2005-0040-0001

Solicitation of Public Review and Comment on
Research Protocol: Gonadotropin-releasing
Hormone Agonist Test in Disorders of Puberty

10/7/2005

null date

10/7/2005

05-20301

FDA

FDA-2005-0040

FDA-2005-0040-0002

Pediatric Ethics Subcommittee of the Pediatric
Advisory Committee; Notice of Meeting

10/7/2005

null date

10/7/2005

05-20302

FDA

FDA-2005-0041

FDA-2005-0041-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Regulations Under the Federal
Import Milk Act

10/7/2005

null date

10/7/2005

05-20148

FDA

FDA-2005-0041

FDA-2005-0041-0002

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Regulations Under the Federal
Import Milk Act

12/30/2005

null date

12/30/2005

E5-08114

FDA

FDA-2005-0042

FDA-2005-0042-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Guidance for Industry:
Notification of a Health Claim or Nutrient Content
Claim Based on an Authoritative Statement of a
Scientific Body

10/11/2005

null date

10/11/2005

05-20308

FDA

FDA-2005-0043

FDA-2005-0043-0001

Draft Guidance for Industry and FDA Staff:
Compliance With the Medical Device User Fee
and Modernization Act of 2002, as amended--
Prominent and Conspicuous Mark of
Manufacturers on Single-Use Devices; Availability

10/11/2005

null date

10/11/2005

05-20329
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Food and Dru

Administration (FDA)

FDA

FDA-2005-0043

FDA-2005-0043-0002

Guidance for Industry and Food and Drug
Administration Staff: Compliance With the
Medical Device User Fee and Modernization Act
of 2002, as amended--Prominent and
Conspicuous Mark of Manufacturers on Single-
Use Devices; Availability

5/1/2006

null date

5/1/2006

E6-06458

FDA

FDA-2005-0044

FDA-2005-0044-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Cosmetic
Product Voluntary Reporting Program

10/11/2005

null date

10/11/2005

05-20307

FDA

FDA-2005-0044

FDA-2005-0044-0002

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Cosmetic Product Voluntary
Reporting Program

12/30/2005

null date

12/30/2005

E5-08112

FDA

FDA-2005-0045

FDA-2005-0045-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; General Licensing Provisions:
Biologics License Application, Changes to an
Approved Application, Labeling, Revocation and
Suspension, and Forms FDA 356h and 2567

10/11/2005

null date

10/11/2005

05-20306

FDA

FDA-2005-0046

FDA-2005-0046-0001

Cold, Cough, Allergy, Bronchodilator, and
Antiasthmatic Drug Products for Over-the-
Counter Human Use; Amendment of Final
Monograph for Over-the-Counter Nasal
Decongestant Drug Products

10/11/2005

null date

10/11/2005

0910-AF34

05-20304

FDA

FDA-2005-0047

FDA-2005-0047-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Guidance for Industry: Fast
Track Drug Development Programs--Designation,
Development, and Application Review

10/11/2005

null date

10/11/2005

05-20305

FDA

FDA-2005-0048

FDA-2005-0048-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Investigational New Drug Regulations

10/12/2005

null date

10/12/2005

05-20362

FDA

FDA-2005-0049

FDA-2005-0049-0001

Blood Products Advisory Committee; Notice of
Meeting

10/14/2005

null date

10/14/2005

05-20560

FDA

FDA-2005-0050

FDA-2005-0050-0001

Oncologic Drugs Advisory Committee; Notice of
Meeting

10/14/2005

null date

10/114/2005

05-20559

FDA

FDA-2005-0051

FDA-2005-0051-0001

Transmissible Spongiform Encephalopathies
Advisory Committee; Notice of Meeting

10/14/2005

null date

10/14/2005

05-20558
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Food and Dru

Administration (FDA)

FDA

FDA-2005-0052

FDA-2005-0052-0001

Prescription Drug User Fee Act; Public Meeting

10/18/2005

null date

10/18/2005

05-20875

FDA

FDA-2005-0052

FDA-2005-0052-0002

Prescription Drug User Fee Act; Public Meeting;
Correction

10/28/2005

null date

10/28/2005

05-21525

FDA

FDA-2005-0053

FDA-2005-0053-0001

Guidance for Industry on Providing Regulatory
Submissions in Electronic Format--Human
Pharmaceutical Product Applications and Related
Submissions Using the Electronic Common
Technical Document Specifications; Availability

10/19/2005

null date

10/19/2005

05-20921

FDA

FDA-2005-0054

FDA-2005-0054-0001

Assessing Consumer Perceptions of Health
Claims; Public Meeting; Request for Comments

10/19/2005

null date

10/19/2005

05-20969

FDA

FDA-2005-0055

FDA-2005-0055-0001

Cheeses and Related Cheese Products; Proposal
to Permit the Use of Ultrafiltered Milk

10/19/2005

null date

10/19/2005

05-20874

FDA

FDA-2005-0056

FDA-2005-0056-0001

International Conference on Harmonisation;
Guidance on S7B Nonclinical Evaluation of the
Potential for Delayed Ventricular Repolarization
(QT Interval Prolongation) by Human
Pharmaceuticals; Availability

10/20/2005

null date

10/20/2005

05-20959

FDA

FDA-2005-0057

FDA-2005-0057-0001

International Conference on Harmonisation;
Guidance on E14 Clinical Evaluation of QT/QTc
Interval Prolongation and Proarrhythmic Potential
for Non-Antiarrhythmic Drugs; Availability

10/20/2005

null date

10/20/2005

05-20971

FDA

FDA-2005-0058

FDA-2005-0058-0001

Anesthetic and Life Support Drugs Advisory
Committee; Notice of Meeting

10/20/2005

null date

10/20/2005

05-20970

FDA

FDA-2005-0059

FDA-2005-0059-0001

Draft Guidance for Industry on Recommendations
for Implementing a Collection Program for Source
Plasma Containing Disease-Associated and
Other Immunoglobulin Antibodies; Availability

10/20/2005

null date

10/20/2005

05-20958

FDA

FDA-2005-0060

FDA-2005-0060-0001

Science Board to the Food and Drug
Administration; Notice of Meeting

10/21/2005

null date

10/21/2005

05-21036

FDA

FDA-2005-0061

FDA-2005-0061-0001

Agency Information Collection Activities:
Proposed Collection; Comment Request;
Guidance for Industry on Formal Meetings With
Sponsors and Applicants for Prescription Drug
User Fee Act Products

10/24/2005

null date

10/24/2005

05-21151

FDA

FDA-2005-0062

FDA-2005-0062-0001

MicroArray Quality Control Project Meeting on
MicroArray Quality Control; Public Meeting

10/24/2005

null date

10/24/2005

05-21152
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Food and Dru

Administration (FDA)

FDA

FDA-2005-0063

FDA-2005-0063-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Medical
Devices: Humanitarian Use Devices

10/24/2005

null date

10/24/2005

05-21158

FDA

FDA-2005-0064

FDA-2005-0064-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Food Contact Substances
Notification

10/24/2005

null date

10/24/2005

05-21155

FDA

FDA-2005-0065

FDA-2005-0065-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Guidance for Industry on Formal Dispute
Resolution; Appeals Above the Division Level

10/24/2005

null date

10/24/2005

05-21156

FDA

FDA-2005-0066

FDA-2005-0066-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Current
Good Manufacturing Practices and Related
Regulations for Blood and Blood Components;
and Requirements for Donor Testing, Donor
Notification, and *"Lookback

10/24/2005

null date

10/24/2005

05-21153

FDA

FDA-2005-0067

FDA-2005-0067-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Waivers of In
Vivo Demonstration of Bioequivalence of Animal
Drugs in Soluble Powder Oral Dosage Form
Products and Type A Medicated Articles

10/24/2005

null date

10/24/2005

05-21154

FDA

FDA-2005-0068

FDA-2005-0068-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; 2005 Food Safety Survey

10/24/2005

null date

10/24/2005

05-21157

FDA

FDA-2005-0068

FDA-2005-0068-0002

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; 2005 Food Safety Survey;
Correction

11/4/2005

null date

11/4/2005

05-21974

FDA

FDA-2005-0069

FDA-2005-0069-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request; Generic
Food and Drug Administration Rapid Response
Surveys

10/25/2005

null date

10/25/2005

05-21240

FDA

FDA-2005-0070

FDA-2005-0070-0001

Clinical Pharmacology Subcommittee of the
Advisory Committee for Pharmaceutical Science;
Notice of Meeting

10/25/2005

null date

10/25/2005

05-21241
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DOCUMENT ID

DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE

RIN

FR NUMBER

Food and Dru

Administration (FDA)

FDA

FDA-2005-0071

FDA-2005-0071-0001

Medical Devices; Immunology and Microbiology
Devices; Classification of Cystic Fibrosis
Transmembrane Conductance Regulator Gene
Mutation Detection System

10/26/2005

null date

10/26/2005

05-21348

FDA

FDA-2005-0072

FDA-2005-0072-0001

Vaccines and Related Biological Products
Advisory Committee; Notice of Meeting

10/26/2005

null date

10/26/2005

05-21350

FDA

FDA-2005-0073

FDA-2005-0073-0001

Guidance for Industry on Potassium Chloride
Modified-Release Tablets and Capsules: In Vivo
Bioequivalence and In Vitro Dissolution Testing;
Availability

10/26/2005

null date

10/26/2005

05-21347

FDA

FDA-2005-0074

FDA-2005-0074-0001

Guidance for Industry and Food and Drug
Administration Staff; Class Il Special Controls
Guidance Document: Cystic Fibrosis
Transmembrane Conductance Regulator Gene
Mutation Detection Systems; Availability

10/26/2005

null date

10/26/2005

05-21349

FDA

FDA-2005-0075

FDA-2005-0075-0001

Psychopharmacologic Drugs Advisory
Committee; Notice of Meeting

10/28/2005

null date

10/28/2005

05-21524

FDA

FDA-2005-0076

FDA-2005-0076-0001

Oncologic Drugs Advisory Committee;
Amendment of Notice

10/28/2005

null date

10/28/2005

05-21493

FDA

FDA-2005-0077

FDA-2005-0077-0001

Oral Dosage Form New Animal Drugs; Ivermectin
and Praziquantel Paste

11/1/2005

null date

11/1/2005

05-21641

FDA

FDA-2005-0078

FDA-2005-0078-0001

Guidance for Industry: A Notice from the Food
and Drug Administration to Growers, Food
Manufacturers, Food Warehouse Managers, and
Transporters of Food Products on
Decontamination of Transport Vehicles;
Availability

11/1/2005

null date

11/1/2005

05-21642

FDA

FDA-2005-0079

FDA-2005-0079-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request; Notice
of Participation

11/1/2005

null date

11/1/2005

05-21774

FDA

FDA-2005-0080

FDA-2005-0080-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Study to
Measure the Compliance of Prescribers With the
Contraindication of the Use of Triptans in
Migraine Headache Patients With Vascular
Disease

11/2/2005

null date

11/2/2005

05-21807

FDA

FDA-2005-0081

FDA-2005-0081-0001

New Animal Drugs for Use in Animal Feeds;
Melengestrol

11/2/2005

null date

12/10/4971

05-21808
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DOCUMENT ID

DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE

RIN
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Food and Dru

Administration (FDA)

FDA

FDA-2005-0082

FDA-2005-0082-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Emergency Shortages Data Collection System
(Formerly the Emergency Medical Device
Shortage Program Survey)

11/4/2005

null date

11/4/2005

05-21973

FDA

FDA-2005-0083

FDA-2005-0083-0001

Advisory Committee on Special Studies Relating
to the Possible Long-Term Health Effects of
Phenoxy Herbicides and Contaminants (Ranch
Hand Advisory Committee); Notice of Meeting

11/4/2005

null date

11/4/2005

05-22013

FDA

FDA-2005-0084

FDA-2005-0084-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; ZOMETA,;
Correction

11/4/2005

null date

11/4/2005

05-22012

FDA

FDA-2005-0085

FDA-2005-0085-0001

Pediatric Advisory Committee; Notice of Meeting

11/4/2005

null date

1/4/2005

05-22014

FDA

FDA-2005-0086

FDA-2005-0086-0001

Medical Devices; General and Plastic Surgery
Devices; Classification of the Low Energy
Ultrasound Wound Cleaner

11/7/2005

null date

11/7/2005

05-22068

FDA

FDA-2005-0087

FDA-2005-0087-0001

Oral Dosage Form New Animal Drugs;
Tetracycline Hydrochloride Soluble Powder

11/7/2005

null date

11/7/2005

05-21889

FDA

FDA-2005-0088

FDA-2005-0088-0001

Meeting To Discuss Possible Changes to the
Regulatory Jurisdiction of Certain Food Products
Containing Meat and Poultry

11/7/2005

null date

11/7/2005

05-22123

FDA

FDA-2005-0089

FDA-2005-0089-0001

Guidance for Industry and Food and Drug
Administration Staff; Class Il Special Controls
Guidance Document: Low Energy Ultrasound
Wound Cleaner; Availability

11/7/2005

null date

11/7/2005

05-22069

FDA

FDA-2005-0090

FDA-2005-0090-0001

Change of Name; Technical Amendment

11/8/2005

null date

11/8/2005

05-22167

FDA

FDA-2005-0091

FDA-2005-0091-0001

Draft Guidance for Industry and Food and Drug
Administration Staff; Class Il Special Controls
Guidance Document: Tinnitus Masker Devices;
Availability

11/8/2005

null date

11/8/2005

05-22268

FDA

FDA-2005-0092

FDA-2005-0092-0001

Guidance for Industry: Validation of Analytical
Procedures for Type C Medicated Feeds;
Availability

8/1/2005

null date

8/1/2005

05-22222

FDA

FDA-2005-0093

FDA-2005-0093-0001

Food and Drug Administration Modernization Act
of 1997: Modifications to the List of Recognized
Standards, Recognition List Number: 013

11/8/2005

null date

11/8/2005

05-22267

FDA

FDA-2005-0094

FDA-2005-0094-0001

Ear, Nose, and Throat Devices; Tinnitus Masker;
Designation of Special Controls

1/8/005

2/6/2006

1/8/2005

05-22269
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DOCUMENT TITLE
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Food and Dru

Administration (FDA)

FDA

FDA-2005-0095

FDA-2005-0095-0001

Medical Devices: A Pilot Program to Evaluate a
Proposed Globally Harmonized Alternative for
Premarket Procedures; Guidance for Industry and
FDA Staff; Availability

11/10/2005

null date

11/10/2005

05-22387

FDA

FDA-2005-0096

FDA-2005-0096-0001

Obstetrical and Gynecological Devices;
Designation of Special Control for Condom and
Condom With Spermicidal Lubricant

11/14/2005

11/14/2005

0910-AF21

05-22611

FDA

FDA-2005-0097

FDA-2005-0097-0001

Draft Guidance for Industry and Food and Drug
Administration Staff; Class Il Special Controls
Guidance Document: Labeling for Male Condoms
Made of Natural Rubber Latex; Availability

11/14/2005

null date

11/14/2005

05-22610

FDA

FDA-2005-0098

FDA-2005-0098-0001

Revised Compliance Policy Guide Regarding
Prior Notice of Imported Food Under the Public
Health Security and Bioterrorism Preparedness
and Response Act of 2002; Availability

11/14/2005

null date

11/14/2005

05-22500

FDA

FDA-2005-0099

FDA-2005-0099-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Record
Retention Requirements for the Soy Protein and
Risk of Coronary Heart Disease Health Claim

11/15/2005

null date

11/15/2005

05-22636

FDA

FDA-2005-0100

FDA-2005-0100-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Survey on Program Funding

11/15/2005

null date

11/15/2005

05-22637

FDA

FDA-2005-0101

FDA-2005-0101-0001

Environmental Assessment; Categorical
Exclusions

11/15/2005

null date

11/15/2005

05-22563

FDA

FDA-2005-0102

FDA-2005-0102-0001

Request for Nominations for Nonvoting Member
Representing Industry Interests on a Public
Advisory Committee; Nonprescription Drugs
Advisory Committee

11/15/2005

null date

11/15/2005

05-22562

FDA

FDA-2005-0103

FDA-2005-0103-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Importers
Entry Notice

11/16/2005

null date

11/16/2005

05-22671

FDA

FDA-2005-0104

FDA-2005-0104-0001

Oral Dosage Form New Animal Drugs; Tylosin

11/16/2005

null date

11/16/2005

05-22752

FDA

FDA-2005-0105

FDA-2005-0105-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request; General
Administrative Procedures: Citizen Petitions;
Petition for Reconsideration or Stay of Action;
Advisory Opinions

11/16/2005

null date

11/16/2005

05-22668
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DOCUMENT ID

DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE

RIN

FR NUMBER

Food and Dru

Administration (FDA)

FDA

FDA-2005-0106

FDA-2005-0106-0001

Draft Guidance for Industry on Noncontraceptive
Estrogen Drug Products for the Treatment of
Vasomotor Symptoms and Vulvar and Vaginal
Atrophy Symptoms--Recommended Prescribing
Information for Health Care Providers and Patient
Labeling; Availability

11/16/2005

null date

11/16/2005

05-22754

FDA

FDA-2005-0107

FDA-2005-0107-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request; Filing
Objections and Requests for a Hearing on a
Regulation or Order

11/16/2005

null date

11/16/2005

05-22753

FDA

FDA-2005-0108

FDA-2005-0108-0001

Food Additives Permitted for Direct Addition to
Food for Human Consumption; Vitamin D3

null date

11/16/2005

05-22670

FDA

FDA-2005-0109

FDA-2005-0109-0001

Drug and Biological Product Consolidation;
Investigational New Drug Application Number
Conversion

11/17/2005

null date

11/17/2005

05-22802

FDA

FDA-2005-0110

FDA-2005-0110-0001

New Animal Drugs; Florfenicol

null date

11/21/2005

05-22935

FDA

FDA-2005-0111

FDA-2005-0111-0001

Notice of Approval of Supplemental New Animal
Drug Application; lvermectin and Praziquantel
Paste

11/21/2005

null date

11/21/2005

05-22941

FDA

FDA-2005-0112

FDA-2005-0112-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Regulations for In Vivo
Radiopharmaceuticals Used for Diagnosis and
Monitoring

11/22/2005

null date

11/22/2005

05-23039

FDA

FDA-2005-0113

FDA-2005-0113-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Guidance for Requesting an Extension to Use
Existing Label Stock After the Trans Fat Labeling
Effective Date of January 1, 2006

11/22/2005

null date

11/22/2005

05-23040

FDA

FDA-2005-0114

FDA-2005-0114-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Guidance for Requesting an
Extension to Use Existing Label Stock After the
Trans Fat Labeling Effective Date of January 1,
2006

11/22/2005

null date

11/22/2005

05-23041

FDA

FDA-2005-0115

FDA-2005-0115-0001

Guidance for Industry: Questions and Answers
Regarding the Final Rule on Establishment and
Maintenance of Records (Edition 2); Availability

11/22/2005

null date

11/22/2005

05-23062
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DOCKET ID DOCUMENT ID
Food and Drug Administration (FDA)
Guidance for Industry: Questions and Answers
Regarding the Final Rule on Establishment and
FDA FDA-2005-0115 FDA-2005-0115-0002 Maintenance of Records (Edition 3); Availability 6/29/2006 null date 6/29/2006 E6-10239
Guidance for Industry: Questions and Answers
Regarding the Final Rule on Establishment and
FDA FDA-2005-0115 FDA-2005-0115-0003 Maintenance of Records (Edition 4); Availability 9/26/2006 null date 9/26/2006 06-08241
Investigational New Drugs: Export Requirements
FDA FDA-2005-0116 FDA-2005-0116-0001 for Unapproved New Drug Products 11/23/2005 null date 11/23/2005 0910-AA61 05-23120
FDA FDA-2005-0117 FDA-2005-0117-0001 New Animal Drugs; Flunixin 11/25/2005 null date 11/25/2005
Food Labeling: Nutrient Content Claims,
FDA FDA-2005-0118 FDA-2005-0118-0002 Expansion of the Nutrient Content Claim ““Lean 1/12/2007 null date 1/12/2007 0910-ZA27 E7-00330
Food Labeling: Nutrient Content Claims,
FDA FDA-2005-0118 FDA-2005-0118-0001 Expansion of the Nutrient Content Claim ""Lean 11/25/2005 2/8/2006 11/25/2005 05-23293
FDA FDA-2005-0119 FDA-2005-0119-0001 New Animal Drugs; Change of Sponsors Address 11/25/2005 null date 11/25/2005 05-23296
FDA FDA-2005-0120 FDA-2005-0120-0001 New Animal Drugs; Change of Sponsors Name 11/25/2005 null date 11/25/2005 05-23297
Agency Information Collection Activities;
Proposed Collection; Comment Request; Focus
Groups as Used by the Food and Drug
FDA FDA-2005-0121 FDA-2005-0121-0001 Administration 11/25/2005 null date 11/25/2005 05-23248
Implantation or Injectable Dosage Form New
FDA FDA-2005-0122 FDA-2005-0122-0001 Animal Drugs; Boldenone 11/25/2005 null date 11/25/2005 05-23295
Vaccines and Related Biological Products
FDA FDA-2005-0123 FDA-2005-0123-0001 Advisory Committee; Notice of Meeting 11/29/2005 null date 11/29/2005 05-23373
Nonprescription Drugs Advisory Committee and
Pulmonary-Allergy Drugs Advisory Committee;
FDA FDA-2005-0124 FDA-2005-0124-0001 Notice of Meeting and Request for Comments 11/29/2005 null date 11/29/2005 05-23372
Guidance for Industry and Food and Drug
Administration Staff, Guidance for Records
Access Authority Provided in Title Ill, Subtitle A,
of the Public Health Security and Bioterrorism
Preparedness and Response Act of 2002;
FDA FDA-2005-0125 FDA-2005-0125-0001 Availability 11/30/2005 null date 11/30/2005 05-23504
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DOCUMENT ID

DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE
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FR NUMBER

Food and Dru

Administration (FDA)

FDA

FDA-2005-0126

FDA-2005-0126-0001

Draft Guidance for Industry on Safety, Efficacy,
and Pharmacokinetic Studies to Support
Marketing of Immune Globulin Intravenous
(Human) as Replacement Therapy for Primary
Humoral Immunodeficiency; Availability

12/1/2005

null date

12/1/2005

05-23520

FDA

FDA-2005-0127

FDA-2005-0127-0001

Change of Address; Technical Amendment

12/1/2005

null date

12/1/2005

05-23521

FDA

FDA-2005-0128

FDA-2005-0128-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Medical
Device Recall Authority

12/1/2005

null date

12/1/2005

05-23519

FDA

FDA-2005-0129

FDA-2005-0129-0003

Revocation of Status of Specific Products; Group
A Streptococcus; Confirmation of Effective Date

4/21/2006

null date

4/21/2006

0910-AF20

06-03790

FDA

FDA-2005-0129

FDA-2005-0129-0001

Revocation of Status of Specific Products; Group
A Streptococcus; Companion Document to Direct
Final Rule

12/2/2005

12/2/2005

0910-AF20

05-23545

FDA

FDA-2005-0129

FDA-2005-0129-0002

Revocation of Status of Specific Products; Group
A Streptococcus

12/2/2005

1/15/2006

12/2/2005

0910-AF20

05-23546

FDA

FDA-2005-0130

FDA-2005-0130-0001

Over-the-Counter Drug Products; Safety and
Efficacy Review; Additional Sunscreen
Ingredients

12/5/2005

null date

12/5/2005

05-23576

FDA

FDA-2005-0131

FDA-2005-0131-0001

Over-the-Counter Drug Products; Safety and
Efficacy Review; Additional Dandruff Control
Ingredient

12/5/2005

null date

12/5/2005

05-23569

FDA

FDA-2005-0132

FDA-2005-0132-0001

Over-the-Counter Drug Products; Safety and
Efficacy Review; Additional Acne Ingredient

12/5/2005

null date

12/5/2005

05-23570

FDA

FDA-2005-0133

FDA-2005-0133-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval, MedWatch: Food and Drug
Administration Medical Products Reporting
Program

12/7/2005

null date

12/7/2005

05-23676

FDA

FDA-2005-0134

FDA-2005-0134-0001

Industry Exchange Workshop on Food and Drug
Administration Clinical Trial Requirements; Public
Workshop; Amendment of Notice

12/7/2005

null date

12/7/2005

05-23675

FDA

FDA-2005-0135

FDA-2005-0135-0001

Risk Management, Corrective and Preventive
Actions, and Training: An Educational Forum;
Public Workshop

12/7/2005

null date

12/7/2005

05-23677
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COMMENT START
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Food and Dru

Administration (FDA)

FDA

FDA-2005-0136

FDA-2005-0136-0001

Draft Guidance for Industry and Food and Drug
Administration; Nucleic Acid Based In Vitro
Diagnostic Devices for Detection of Microbial
Pathogens; Availability

12/8/2005

null date

12/8/2005

05-23746

FDA

FDA-2005-0137

FDA-2005-0137-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request; Notice
of a Claim for Generally Recognized as Safe
Exemption Based on a Generally Recognized as
Safe Determination

12/8/2005

null date

12/8/2005

05-23747

FDA

FDA-2005-0138

FDA-2005-0138-0001

Food Additives Permitted for Direct Addition to
Food for Human Consumption; Synthetic Fatty
Alcohols

12/8/2005

null date

05-23745

FDA

FDA-2005-0139

FDA-2005-0139-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; State Enforcement Notifications

12/8/2005

null date

12/8/2005

05-23744

FDA

FDA-2005-0140

FDA-2005-0140-0001

Ophthalmic and Topical Dosage Form New
Animal Drugs; Miconazole Nitrate Cream;
Miconazole Nitrate Lotion; Miconazole Nitrate
Spray

12/9/2005

null date

12/9/2005

05-23811

FDA

FDA-2005-0141

FDA-2005-0141-0002

Dandruff, Seborrheic Dermatitis, and Psoriasis
Drug Products Containing Coal Tar and Menthol
for Over-the-Counter Human Use; Amendment to
the Monograph

3/6/2007

null date

3/6/2007

0910-AF49

E7-03808

FDA

FDA-2005-0141

FDA-2005-0141-0001

Dandruff, Seborrheic Dermatitis, and Psoriasis
Drug Products Containing Coal Tar and Menthol
for Over-the-Counter Human Use; Proposed
Amendment to the Monograph

12/9/2005

null date

12/9/2005

0910-AF49

05-23839

FDA

FDA-2005-0142

FDA-2005-0142-0001

Oral Dosage Form New Animal Drugs;
Sulfadimethoxine Soluble Powder

12/9/2005

null date

12/9/2005

05-23813

FDA

FDA-2005-0143

FDA-2005-0143-0001

Food Ingredient Solutions, LLC; Filing of Color
Additive Petition

12/9/2005

null date

12/9/2005

05-23812

FDA

FDA-2005-0144

FDA-2005-0144-0001

International Drug Scheduling; Convention on
Psychotropic Substances; Single Convention on
Narcotic Drugs; Butorphanol; Delta-9-
tetrahydrocannabinol (Dronabinol); Gamma-
Hydroxybutyric Acid; Ketamine; Khat; Tramadol;
Zopiclone; Buprenorphine; Oripavine

12/13/2005

null date

12/13/2005

05-23958
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DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE

RIN

FR NUMBER

Food and Dru

Administration (FDA)

FDA

FDA-2005-0145

FDA-2005-0145-0001

Guidance for Industry and Food and Drug
Administration; Requesting an Extension to Use
Existing Label Stock After the Trans Fat Labeling
Effective Date of January 1, 2006; Availability

12/14/2005

null date

12/14/2005

05-23987

FDA

FDA-2005-0146

FDA-2005-0146-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Reprocessed
Single- Use Device Labeling

12/15/2005

null date

12/15/2005

05-24041

FDA

FDA-2005-0147

FDA-2005-0147-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Evaluation of
Consumer-Friendly Formats for Brief Summary in
Direct-to-Consumer Print Advertisements for
Prescription Drugs: Study 1

12/15/2005

null date

12/15/2005

05-24040

FDA

FDA-2005-0148

FDA-2005-0148-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Food and Drug Administration
Recall Regulations (Guidelines)

12/15/2005

null date

12/15/2005

05-24042

FDA

FDA-2005-0149

FDA-2005-0149-0001

Advisory Committees; Filing of Annual Reports

12/15/2005

null date

12/15/2005

05-24039

FDA

FDA-2005-0150

FDA-2005-0150-0001

Animal Drugs, Feeds, and Related Products;
Withdrawal of Approval of New Animal Drug
Applications

12/16/2005

null date

12/16/2005

05-24103

FDA

FDA-2005-0151

FDA-2005-0151-0001

Joint Meeting of the Nonprescription Drugs
Advisory Committee and the Endocrinologic and
Metabolic Drugs Advisory Committee; Notice of
Meeting

12/16/2005

null date

12/16/2005

05-24101

FDA

FDA-2005-0152

FDA-2005-0152-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Research
Study Complaint Form

12/16/2005

null date

12/16/2005

05-24102

FDA

FDA-2005-0153

FDA-2005-0153-0001

Memorandum of Understanding Between the
United States Food and Drug Administration and
the C-Path Institute

12/16/2005

null date

12/16/2005

05-24100

FDA

FDA-2005-0154

FDA-2005-0154-0001

Animal Drugs, Feeds, and Related Products;
Withdrawal of Approval of New Animal Drug
Applications

12/16/2005

null date

12/16/2005

05-24104

FDA

FDA-2005-0155

FDA-2005-0155-0001

Oral Dosage Form New Animal Drugs; Moxidectin
Gel; Moxidectin and Praziquantel Gel

12/19/2005

null date

12/19/2005

05-24166
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DOCKET ID DOCUMENT ID
Food and Drug Administration (FDA)
Biological Products; Bacterial Vaccines and
Toxoids; Implementation of Efficacy Review;
FDA FDA-2005-0156 FDA-2005-0156-0001 Anthrax Vaccine Adsorbed; Final Order 12/19/2005 null date 12/19/2005 05-24223
Biological Products; Bacterial Vaccines and
FDA FDA-2005-0157 FDA-2005-0157-0001 Toxoids; Implementation of Efficacy Review 12/19/2005 null date 12/19/2005 05-24224
Clinical Studies of Safety and Effectiveness of
Orphan Products; Availability of Grants; Request
FDA FDA-2005-0158 FDA-2005-0158-0001 for Applications 12/19/2005 null date 12/19/2005 05-24164
FDA FDA-2005-0159 FDA-2005-0159-0001 New Animal Drugs; Change of Sponsor; Tiamulin 12/19/2005 null date 12/19/2005 05-24165
New Animal Drugs; Change of Sponsor;
FDA FDA-2005-0160 FDA-2005-0160-0001 Chloramphenicol Capsules 12/20/2005 null date 12/20/2005 05-24270
FDA FDA-2005-0161 FDA-2005-0161-0001 Regulatory Process for Pediatric Mechanical 12/20/2005 null date 12/20/2005 05-24271
Notice of Approval of Supplemental New Animal
FDA FDA-2005-0162 FDA-2005-0162-0001 Drug Application; Tilmicosin 12/20/2005 null date 12/20/2005 05-24269
Phenylpropanolamine-Containing Drug Products
for Over-the-Counter Human Use; Tentative Final
FDA FDA-2005-0163 FDA-2005-0163-0001 Monographs 12/22/2005 null date 12/22/2005 0910-AF34 E5-07646
Agency Information Collection Activities;
Proposed Collection; Comment Request; Food
and Drug Administration Public Health Notification
(formerly known as Safety Alert/Public Health
FDA FDA-2005-0164 FDA-2005-0164-0001 Advisory) Readership Survey 12/22/2005 null date 12/22/2005 E5-07642
Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Voluntary
Hazard Analysis and Critical Control Point
Manuals for Operators and Regulators of Retail
FDA FDA-2005-0165 FDA-2005-0165-0001 and Food Service Establishments 12/22/2005 null date 12/22/2005 E5-07644
Advisory Committees; Tentative Schedule of
FDA FDA-2005-0166 FDA-2005-0166-0001 Meetings for 2006 12/22/2005 null date 12/22/2005 E5-07645
Hand-Held, Doppler Ultrasound Prenatal Listening|
FDA FDA-2005-0167 FDA-2005-0167-0001 Devices 12/22/2005 null date 12/22/2005 E5-07643
FDA FDA-2005-0168 FDA-2005-0168-0001 New Animal Drugs; Moxidectin 12/23/2005 null date 12/23/2005 05-24386
Food Labeling: Health Claims; Soluble Dietary
Fiber From Certain Foods and Coronary Heart
FDA FDA-2005-0169 FDA-2005-0169-0002 Disease 5/22/2006 null date 5/22/2006 06-04703
Food Labeling: Health Claims; Soluble Dietary
Fiber From Certain Foods and Coronary Heart
FDA FDA-2005-0169 FDA-2005-0169-0001 Disease 12/23/2005 null date 12/23/2005 05-24387
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Food and Dru

Administration (FDA)

FDA

FDA-2005-0170

FDA-2005-0170-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request; Medical
Device Reporting: Manufacturer Reporting,
Importer Reporting, User Facility Reporting, and
Distributor Reporting

12/23/2005

null date

12/23/2005

E5-07726

FDA

FDA-2005-0171

FDA-2005-0171-0001

Oral Dosage Form New Animal Drugs;
Furosemide

12/27/2005

null date

12/27/2005

05-24440

FDA

FDA-2005-0172

FDA-2005-0172-0001

Guidance for Industry: Questions and Answers
Regarding Food Allergens, Including the Food
Allergen Labeling and Consumer Protection Act of|
2004 (Edition 2); Availability

12/27/2005

null date

12/27/2005

E5-07803

FDA

FDA-2005-0173

FDA-2005-0173-0001

Draft Guidance for Industry: Lead in Candy Likely
To Be Consumed Frequently by Small Children:
Recommended Maximum Level and Enforcement
Policy; Draft Supporting Document: Supporting
Document for Recommended Maximum Level for
Lead in Candy Likely To Be Consumed
Frequently by Small Children; Availability

12/27/2005

null date

12/27/2005

05-24494

FDA

FDA-2005-0174

FDA-2005-0174-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request;
Reclassification Petitions for Medical Devices

12/27/2005

null date

12/27/2005

E5-07804

FDA

FDA-2005-0175

FDA-2005-0175-0001

Food Labeling: Ingredient Labeling of Dietary
Supplements That Contain Botanicals;
Withdrawal

12/28/2005

null date

12/28/2005

05-24511

FDA

FDA-2005-0176

FDA-2005-0176-0001

Determination That DECADRON
(Dexamethasone) Tablets, 1.5 Milligrams, Were
Not Withdrawn From Sale for Reasons of Safety
or Effectiveness

12/28/2005

null date

12/28/2005

E5-07875

FDA

FDA-2005-0177

FDA-2005-0177-0001

Animal Drug User Fee Act; Public Meeting

12/28/2005

null date

12/28/2005

E5-07876

FDA

FDA-2005-0178

FDA-2005-0178-0001

Training Program for Regulatory Project
Managers; Information Available to Industry

11/29/2005

null date

12/29/2005

E5-08017

FDA

FDA-2005-0179

FDA-2005-0179-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Medical Devices; Humanitarian
Use Devices

12/30/2005

null date

12/30/2005

E5-08110
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DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE
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Food and Dru

Administration (FDA)

FDA

FDA-2005-0180

FDA-2005-0180-0001

Agency Information Collection Activities;
Submission for Office of Management and

Budget Review; Mammography Quality Standards
Act Final Regulations; Modifications and
Additions to Policy Guidance Help System<greek-
i>9

12/30/2005

null date

12/30/2005

E5-08111

FDA

FDA-2005-0181

FDA-2005-0181-0001

Agency Information Collection Activities;
Submission for Office of Management and

Budget Review; Comment Request; Draft
Guidance for Clinical Trial Sponsors:
Establishment and Operation of Clinical Trial Data
Monitoring Committees

12/30/2005

null date

12/30/2005

E5-08115

FDA

FDA-2006-0001

FDA-2006-0001-0001

New Animal Drugs; Monensin

1/3/2006

null date

1/3/2006

05-24671

FDA

FDA-2006-0002

FDA-2006-0002-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Requirements for Collection of Data Relating to
the Prevention of Medical Gas Mixups at Health
Care Facilities--Survey

1/3/2006

null date

1/3/2006

E5-08113

FDA

FDA-2006-0003

FDA-2006-0003-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Current Good Manufacturing
Practices and Related Regulations for Blood and
Blood Components; and Requirements for Donor
Testing, Donor Notification, and **Lookback

1/3/2006

null date

1/3/2006

E5-08134

FDA

FDA-2006-0004

FDA-2006-0004-0001

Guidance for Industry on Development of Target
Animal Safety and Effectiveness Data to Support
Approval of Non-Steroidal Anti- Inflammatory
Drugs for Use in Animals; Availability

1/4/2006

null date

1/4/12006

E5-08223

FDA

FDA-2006-0005

FDA-2006-0005-0001

Guidance for Industry and Review Staff on
Recommended Approaches to Integration of
Genetic Toxicology Study Results; Availability

1/4/2006

null date

1/4/2006

E5-08224

FDA

FDA-2006-0006

FDA-2006-0006-0001

University of Arkansas/Food and Drug
Administration Food Labeling; Public Workshop

1/4/2006

null date

1/4/2006

E5-08225

FDA

FDA-2006-0007

FDA-2006-0007-0001

International Cooperation on Harmonisation of
Technical Requirements for Registration of
Veterinary Medicinal Products; Draft Revised
Guidance for Industry on Impurities in New
Veterinary Drug Substances (Revision); Request
for Comments; Availability

1/4/2006

null date

1/4/2006

E5-08222
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DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE
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FR NUMBER

Food and Dru

Administration (FDA)

FDA

FDA-2006-0008

FDA-2006-0008-0001

Implementation Plan for the Memorandum of
Understanding Regarding the Sharing and
Exchange of Information About Therapeutic
Products Between the Food and Drug
Administration Department of Health and Human
Services of the United States of America and
Health Products and Food Branch, Health
Canada of Canada

1/6/2006

null date

1/6/2006

06-00113

FDA

FDA-2006-0009

FDA-2006-0009-0001

Oral Dosage Form New Animal Drugs;
Phenylbutazone Powder

1/6/2006

null date

1/6/2006

06-00090

FDA

FDA-2006-0010

FDA-2006-0010-0001

Drug Safety and Risk Management Advisory
Committee; Notice of Meeting

1/6/2006

null date

1/6/2006

E6-00006

FDA

FDA-2006-0011

FDA-2006-0011-0001

Oncologic Drugs Advisory Committee; Notice of
Meeting

1/6/2006

null date

1/6/2006

E5-08333

FDA

FDA-2006-0012

FDA-2006-0012-0001

Pediatric Oncology Subcommittee of the
Oncologic Drugs Advisory Committee; Notice of
Meeting

1/6/2006

null date

1/6/2006

E5-08332

FDA

FDA-2006-0013

FDA-2006-0013-0001

Guidance for Industry and Food and Drug
Administration: Requesting an Extension to Use
Existing Label Stock After the Trans Fat Labeling
Effective Date of January 1, 2006; Addendum
December 30, 2005; Availability

1/6/2006

null date

1/6/2006

06-00116

FDA

FDA-2006-0014

FDA-2006-0014-0001

Medical Devices; Availability of Safety and
Effectiveness Summaries for Premarket Approval
Applications

1/9/2006

null date

1/9/2006

E6-00059

FDA

FDA-2006-0015

FDA-2006-0015-0001

International Cooperation on Harmonization of
Technical Requirements for Registration of
Veterinary Medicinal Products; Final Guidance for
Industry on Environmental Impact Assessments
for Veterinary Medicinal Products--Phase II;
Availability

1/9/2006

null date

1/9/2006

E6-00039

FDA

FDA-2006-0016

FDA-2006-0016-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request; Survey
of Healthcare Practitioners Regarding Their
Preferences for Public Health Notifications

1/9/2006

null date

1/9/2006

E6-00072

FDA

FDA-2006-0017

FDA-2006-0017-0001

Cellular, Tissue and Gene Therapies Advisory
Committee; Notice of Meeting

1/9/2006

null date

1/9/2006

E6-00071

FDA

FDA-2006-0018

FDA-2006-0018-0001

Draft Guidance for Industry and Food and Drug
Administration Staff; Class Il Special Controls
Guidance Document: Herpes Simplex Virus
Types 1 and 2 Serological Assays; Availability

1/9/2006

null date

1/9/2006

06-00174
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DOCUMENT TITLE

COMMENT START

COMMENT END
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Food and Dru

Administration (FDA)

FDA

FDA-2006-0019

FDA-2006-0019-0001

Agency Emergency Processing Under Office of
Management and Budget Review; Guidance on
Informed Consent for In Vitro Diagnostic Device
Studies Using Leftover Human Specimens That
are Not Individually Identifiable

1/9/2006

null date

1/9/2006

E6-00073

FDA

FDA-2006-0020

FDA-2006-0020-0002

Immunology and Microbiology Devices;
Reclassification of Herpes Simplex Virus (Types 1
and/or 2) Serological Assays; Correction

3/13/2006

null date

3/13/2006

E6-03522

FDA

FDA-2006-0020

FDA-2006-0020-0001

Immunology and Microbiology Devices;
Reclassification of Herpes Simplex Virus (Types 1
and/or 2) Serological Assays

1/9/2006

null date

1/9/2006

06-00173

FDA

FDA-2006-0021

FDA-2006-0021-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Experimental Study of
Carbohydrate Content Claims on Food Labels

1/10/2006

null date

1/10/2006

E6-00094

FDA

FDA-2006-0022

FDA-2006-0022-0001

International Cooperation on Harmonisation of
Technical Requirements for Registration of
Veterinary Medicinal Products; Draft Revised
Guidance for Industry on Impurities in New
Veterinary Medicinal Products (Revised); Request
for Comments; Availability

1/10/2006

null date

1/10/2006

E6-00090

FDA

FDA-2006-0023

FDA-2006-0023-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Food Contact Substances
Notification

1/10/2006

null date

1/10/2006

E6-00091

FDA

FDA-2006-0024

FDA-2006-0024-0001

Medical Device Reporting

1/10/2006

null date

1/10/2006

06-00172

FDA

FDA-2006-0025

FDA-2006-0025-0001

New Animal Drugs For Use in Animal Feeds;
Monensin

1/11/2006

null date

1/11/2006

06-00228

FDA

FDA-2006-0026

FDA-2006-0026-0001

Implantation or Injectable Dosage Form New
Animal Drugs; Hyaluronate Sodium Injection

1/11/2006

null date

1/11/2006

06-00229

FDA

FDA-2006-0027

FDA-2006-0027-0001

Anti-Counterfeit Drug Initiative Workshop and
Vendor Display

1/11/2006

null date

1/11/2006

06-00249

FDA

FDA-2006-0028

FDA-2006-0028-0001

Memorandum of Understanding Between the
United States Food and Drug Administration
Department of Health and Human Services and
the Australian Pesticides and Veterinary
Medicines Authority, Australia

1/12/2006

null date

1/12/2006

06-00251
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COMMENT START
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Food and Dru

Administration (FDA)

FDA

FDA-2006-0029

FDA-2006-0029-0001

Determination That Celestone Soluspan
(Betamethasone Sodium Phosphate and
Betamethasone Acetate) Injection and Celestone
(Betamethasone Sodium Phosphate) Injection
Were Not Withdrawn From Sale for Reasons of
Safety or Effectiveness

1/12/2006

null date

1/12/2006

E6-00178

FDA

FDA-2006-0030

FDA-2006-0030-0001

Guidance for Industry on Formal Dispute
Resolution: Scientific and Technical Issues
Related to Pharmaceutical Current Good
Manufacturing Practice; Availability

1/12/2006

null date

1/12/2006

E6-00233

FDA

FDA-2006-0031

FDA-2006-0031-0001

Protocol Regarding the Sharing of the Phonetic
and Orthographic Computer Analysis Tool to
Support Review and Evaluate Proprietary Names
of Therapeutic Products Between the Food and
Drug Administration Department of Health and
Human Services of the United States of America
and Health Products and Food Branch, Health
Canada of Canada

1/12/2006

null date

1/12/2006

06-00252

FDA

FDA-2006-0032

FDA-2006-0032-0001

Human drugs: Phenylpropanolamine-containing
products (OTC); tentative final monographs;
correction

1/13/2006

null date

1/13/2006

Z75-07646

FDA

FDA-2006-0033

FDA-2006-0033-0001

New Animal Drugs

11/13/20006

null date

11/13/2006

06-55502

FDA

FDA-2006-0033

FDA-2006-0033-0002

New Animal Drugs For Use in Animal Feeds

6/22/2006

null date

6/22/2006

06-55520

FDA

FDA-2006-0033

FDA-2006-0033-0003

General Hospital and Personal Use Devices

9/12/2006

null date

9/12/2006

06-55527

FDA

FDA-2006-0033

FDA-2006-0033-0004

Food Labeling

null date

3/14/2007

07-55502

FDA

FDA-2006-0033

FDA-2006-0033-0005

Recordkeeping Requirements for Human Food
and Cosmetics Manufactured From, Processed
With, or Otherwise Containing, Material From
Cattle

8/15/2007

null date

8/15/2007

07-55510

FDA

FDA-2006-0034

FDA-2006-0034-0001

University of Arkansas/Food and Drug
Administration Food Labeling; Public Workshop;
Correction

1/13/2006

null date

1/13/200

E6-00268

FDA

FDA-2006-0035

FDA-2006-0035-0003

Current Good Manufacturing Practice Regulation
and Investigational New Drugs; Withdrawal

: 5/2/2006

null date

5/2/2006

06-04091

FDA

FDA-2006-0035

FDA-2006-0035-0002

Current Good Manufacturing Practice Regulation
and Investigational New Drugs

1/17/2006

4/3/2020

1/17/2006

06-00353

FDA

FDA-2006-0035

FDA-2006-0035-0001

Current Good Manufacturing Practice Regulation
and Investigational New Drugs; Companion
Document to Direct Final Rule

1/17/2006

null date

1/17/2006

06-00350
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DOCUMENT TITLE
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COMMENT END

FR DATE
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Food and Dru

Administration (FDA)

FDA

FDA-2006-0036

FDA-2006-0036-0001

Guidance for Industry on Exploratory
Investigational New Drug Studies; Availability

17/2006

null date

1/17/2006

06-00354

FDA

FDA-2006-0037

FDA-2006-0037-0001

Draft Guidance for Industry on Investigational
New Drugs; Approaches to Complying with
Current Good Manufacturing Practice During
Phase 1; Availability

1/17/2006

null date

1/17/2006

06-00352

FDA

FDA-2006-0038

FDA-2006-0038-0001

Institutional Review Boards: Requiring Sponsors
and Investigators to Inform Institutional Review
Boards of Any Prior Institutional Review Board
Reviews; Withdrawal

1/17/2006

null date

1/17/2006

E6-00357

FDA

FDA-2006-0039

FDA-2006-0039-0001

Agency Information Collection Activities;
Proposed Collection;Comment Request;
Cosmetic Labeling Regulations

1/18/2006

null date

1/18/2006

E6-00443

FDA

FDA-2006-0040

FDA-2006-0040-0001

Able Laboratories, Inc.; Withdrawal of Approval of
43 Abbreviated New Drug Applications

1/19/2006

null date

1/19/2006

E6-00506

FDA

FDA-2006-0041

FDA-2006-0041-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Guidance for
Industry on Formal Dispute Resolution; Appeals
Above the Division Level

1/24/2006

null date

1/24/2006

E6-00763

FDA

FDA-2006-0042

FDA-2006-0042-0001

Requirements on Content and Format of Labeling
for Human Prescription Drug and Biological
Products

1/24/2006

null date

1/24/2006

0910-AA94

06-00545

FDA

FDA-2006-0043

FDA-2006-0043-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Guidance for
Industry on Formal Meetings With Sponsors and
Applicants for Prescription Drug User Fee Act
Products

1/24/2006

null date

1/24/2006

E6-00765

FDA

FDA-2006-0044

FDA-2006-0044-0001

Two Guidances for Industry on the Content and
Format of Labeling for Human Prescription Drug
and Biological Products; Availability

1/24/2006

null date

1/24/2006

06-00544

FDA

FDA-2006-0045

FDA-2006-0045-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Good Laboratory Practice
Regulations for Nonclinical Studies

1/24/2006

null date

1/24/2006

E6-00768

FDA

FDA-2006-0046

FDA-2006-0046-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request; Request
for Samples and Protocols

1/24/2006

null date

1/24/2006

E6-00764
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DOCKET ID DOCUMENT ID

Food and Drug Administration (FDA)
Draft Guidances for Industry on the Content and
Format of Labeling for Human Prescription Drug

FDA FDA-2006-0047 FDA-2006-0047-0001 and Biological Products; Availability 1/24/2006 null date 1/24/2006 06-00543
Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Blood
Establishment Registration and Product Listing,

FDA FDA-2006-0048 FDA-2006-0048-0001 Form FDA 2830 1/25/2006 null date 1/25/2006 E6-00844
Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Export

FDA FDA-2006-0049 FDA-2006-0049-0001 Certificates for FDA Regulated Products 1/25/2006 null date 1/25/2006 E6-00845
Global Harmonization Task Force, Study Groups
1, 2, 3, and 4; New Proposed and Final

FDA FDA-2006-0050 FDA-2006-0050-0001 Documents; Availability 1/25/2006 null date 1/25/2006 E6-00846
Determination of Regulatory Review Period for
Purposes of Patent Extension; SPIRIVA

FDA FDA-2006-0051 FDA-2006-0051-0001 HANDIHALER 1/27/2006 null date 1/27/2006 E6-01050
Peripheral and Central Nervous System Drugs

FDA FDA-2006-0052 FDA-2006-0052-0001 Advisory Committee; Notice of Meeting 1/27/2006 null date 1/27/2006 E6-01006
Oncologic Drugs Advisory Committee;

FDA FDA-2006-0053 FDA-2006-0053-0001 Amendment of Notice 1/17/2006 null date 1/17/2006 E6-01003
Determination of Regulatory Review Period for

FDA FDA-2006-0054 FDA-2006-0054-0001 Purposes of Patent Extension; ENABLEX 1/30/2006 null date 1/30/2006 E6-01072
Blood Products Advisory Committee; Notice of

FDA FDA-2006-0055 FDA-2006-0055-0001 Meeting 1/30/2006 null date 1/30/2006 E6-01075
Determination of Regulatory Review Period for

FDA FDA-2006-0056 FDA-2006-0056-0001 Purposes of Patent Extension; XOLAIR 1/30/2006 null date 1/30/2006 E6-01078
Listing of Color Additives Exempt From
Certification; Food, Drug, and Cosmetic Labeling:

FDA FDA-2006-0057 FDA-2006-0057-0001 Cochineal Extract and Carmine Declaration 1/30/2006 null date 1/30/2006 0910-AF12 E6-01104
Anti-Infective Drugs Advisory Committee; Notice

FDA FDA-2006-0058 FDA-2006-0058-0001 of Meeting 1/30/2006 null date 1/30/2006 E6-01069
Determination of Regulatory Review Period for

FDA FDA-2006-0059 FDA-2006-0059-0001 Purposes of Patent Extension; HUMIRA 2/1/2006 null date 2/1/2006 E6-01313

FDA FDA-2006-0060 FDA-2006-0060-0001 Pediatric Advisory Committee; Notice of Meeting 2/1/2006 null date 2/1/2006 E6-01223
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DOCUMENT TITLE
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COMMENT END

FR DATE
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Food and Dru

Administration (FDA)

FDA

FDA-2006-0061

FDA-2006-0061-0001

Distribution of Blood Derivatives by Registered
Blood Establishments that Qualify as Health Care
Entities; Prescription Drug Marketing Act of 1987;
Prescription Drug Amendments of 1992; Policies,
Requirements and Administrative Procedures

2/1/2006

null date

2/1/2006

E6-01225

FDA

FDA-2006-0062

FDA-2006-0062-0001

Vaccines and Related Biological Products
Advisory Committee; Notice of Meeting

1/1/2006

null date

1/1/2006

E6-01224

FDA

FDA-2006-0063

FDA-2006-0063-0001

Termination, By Expiration, of Declaration of
Emergency Justifying Emergency Use
Authorization of Anthrax Vaccine Adsorbed

2/1/2006

null date

2/1/2006

E6-01311

FDA

FDA-2006-0064

FDA-2006-0064-0001

Psychopharmacologic Drugs Advisory
Committee; Notice of Meeting

2/1/2006

null date

2/1/2006

E6-01222

FDA

FDA-2006-0065

FDA-2006-0065-0001

Determination That CLARITIN (Loratadine) Hives
Relief Syrup, 5 Milligrams per 5 Milliliters, Was
Not Withdrawn From Sale for Reasons of Safety
or Effectiveness

2/2/2006

null date

2/2/2006

E6-01364

FDA

FDA-2006-0066

FDA-2006-0066-0001

Summaries of Medical and Clinical Pharmacology
Reviews of Pediatric Studies; Availability

2/2/2006

null date

2/2/2006

E6-01366

FDA

FDA-2006-0067

FDA-2006-0067-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; OMACOR

2/2/2006

null date

2/2/2006

E6-01365

FDA

FDA-2006-0068

FDA-2006-0068-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; ALOXI

2/2/2006

null date

2/2/2006

06-00903

FDA

FDA-2006-0069

FDA-2006-0069-0001

Summaries of Medical and Clinical Pharmacology
Reviews of Pediatric Studies; Availability

2/3/2006

null date

2/3/2006

E6-01435

FDA

FDA-2006-0070

FDA-2006-0070-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; SURPASS

3/1/2006

null date

2/3/2006

E6-01434

FDA

FDA-2006-0071

FDA-2006-0071-0001

Oral Dosage Form New Animal Drugs; Firocoxib
Paste

2/3/2006

null date

2/3/2006

06-00993

FDA

FDA-2006-0072

FDA-2006-0072-0001

Human Subject Protection--Information for
Institutional Review Boards, Clinical Investigators,
and Sponsors; Rescission, Reissuance, and
Development of Food and Drug Administration
Guidance Documents; Availability

2/3/2006

null date

2/3/2006

E6-01476

FDA

FDA-2006-0073

FDA-2006-0073-0001

Draft Guidance for Industry on Patient-Reported
Outcome Measures: Use in Medical Product
Development to Support Labeling Claims;
Availability

2/3/2006

null date

2/3/2006

E6-01433
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<www.regulations.gov>

DOCUMENT ID

DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE

RIN

FR NUMBER

Food and Dru

Administration (FDA)

FDA

FDA-2006-0074

FDA-2006-0074-0001

Determination That TEQUIN (Gatifloxacin)
Injection, 10 Milligrams per Milliliter (200
Milligrams), Was Not Withdrawn From Sale for
Reasons of Safety or Effectiveness

2/3/2006

null date

2/3/2006

E6-01475

FDA

FDA-2006-0075

FDA-2006-0075-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; CYPHER

2/3/2006

null date

2/3/2006

E6-01436

FDA

FDA-2006-0076

FDA-2006-0076-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Irradiation in the Production, Processing, and
Handling of Food

2/6/2006

null date

2/6/2006

E6-01516

FDA

FDA-2006-0077

FDA-2006-0077-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Record Retention
Requirements for the Soy Protein and Risk of
Coronary Heart Disease Health Claim

2/6/2006

null date

2/6/2006

E6-01518

FDA

FDA-2006-0078

FDA-2006-0078-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request; Impact
of Coupons on Consumer Perceptions of
Products in Prescription Drugs in Direct-to-
Consumer Prescription Drug Print
Advertisements

2/6/2006

null date

2/6/2006

E6-01521

FDA

FDA-2006-0079

FDA-2006-0079-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Proposed Experimental Study of Trans Fat
Claims on Foods

2/6/2006

null date

2/6/2006

E6-01517

FDA

FDA-2006-0080

FDA-2006-0080-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Requirements on Content and
Format of Labeling for Human Prescription Drugs
and Biologics; Requirements for Prescription
Drug Product Labels

2/6/2006

null date

2/6/2006

E6-01519

FDA

FDA-2006-0081

FDA-2006-0081-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Experimental Study of Possible Footnotes and
Cueing Schemes to Help Consumers Interpret
Quantitative Trans Fat Disclosure on the Nutrition
Facts Panel

2/6/2006

null date

2/6/2006

E6-01522
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<www.regulations.gov>

DOCUMENT ID

DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE

RIN

FR NUMBER

Food and Dru

Administration (FDA)

FDA

FDA-2006-0081

FDA-2006-0081-0002

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Experimental
Study of Possible Footnotes and Cueing
Schemes to Help Consumers Interpret
Quantitative Trans Fat Disclosure on the Nutrition
Facts Panel

3/7/2007

null date

3/7/2007

E7-03904

FDA

FDA-2006-0082

FDA-2006-0082-0001

Referral of ZINECARD (dexrazoxane) and
RELPAX (eletriptan) Written Requests for the
Conduct of Pediatric Studies

2/6/2006

null date

2/6/2006

E6-01520

FDA

FDA-2006-0083

FDA-2006-0083-0001

Change of Address; Technical Amendment

2/6/2006

null date

2/6/2006

06-01040

FDA

FDA-2006-0084

FDA-2006-0084-0001

Behavior-Based Blood Donor Deferrals in the Era
of Nucleic Acid Testing; Public Workshop;
Request for Comments

2/7/2006

null date

2/7/2006

E6-01588

FDA

FDA-2006-0085

FDA-2006-0085-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request;
Postmarketing Adverse Drug Experience
Reporting

2/7/2006

null date

2/7/2006

E6-01587

FDA

FDA-2006-0086

FDA-2006-0086-0001

Independent Evaluation of the Food and Drug
Administrations First Cycle Review Performance--
Retrospective Analysis Final Report; Availability

2/7/2006

null date

2/7/2006

E6-01605

FDA

FDA-2006-0087

FDA-2006-0087-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; ALIMTA

2/8/2006

null date

2/8/2006

E6-01642

FDA

FDA-2006-0088

FDA-2006-0088-0001

Microbiology Devices; Reclassification of
Hepatitis A Virus Serological Assays

9/1/2006

null date

9/1/2006

06-01206

FDA

FDA-2006-0088

FDA-2006-0088-0002

Microbiology Devices; Reclassification of
Hepatitis A Virus Serological Assays; Correction

3/1/2006

null date

3/1/2006

06-01871

FDA

FDA-2006-0089

FDA-2006-0089-0001

Guidance for Industry and Food and Drug
Administration Staff; Class Il Special Controls
Guidance Document; Hepatitis A Virus
Serological Assays; Availability

2/9/2006

null date

2/9/2006

06-01207

FDA

FDA-2006-0090

FDA-2006-0090-0001

Advisory Committee on Special Studies Relating
to the Possible Long-Term Health Effects of
Phenoxy Herbicides and Contaminants (Ranch
Hand Advisory Committee); Notice of Meeting

2/9/2006

null date

2/9/2006

E6-01737

FDA

FDA-2006-0091

FDA-2006-0091-0002

Orthopedic Devices; Reclassification of the
Intervertebral Body Fusion Device

null date

null date

2/1/2007

E7-11240
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<www.regulations.gov>
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<www.regulations.gov>

DOCUMENT ID

DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE

RIN

FR NUMBER

Food and Dru

Administration (FDA)

FDA

FDA-2006-0091

FDA-2006-0091-0001

Orthopedic Devices; Reclassification of the
Intervertebral Body Fusion Device

2/9/2006

2/9/2006

2/9/2006

E6-01736

FDA

FDA-2006-0092

FDA-2006-0092-0001

Draft Guidance for Industry and Food and Drug
Administration Staff; Pharmacogenetic Tests and
Genetic Tests for Heritable Markers; Availability

2/9/2006

null date

2/9/2006

E6-01787

FDA

FDA-2006-0093

FDA-2006-0093-0001

Draft Guidance for Industry and Food and Drug
Administration Staff; Draft Class Il Special
Controls Guidance Document: Intervertebral Body]
Fusion Device; Availability

2/9/2006

null date

2/9/2006

E6-01735

FDA

FDA-2006-0094

FDA-2006-0094-0001

Oral Dosage Form New Animal Drugs;
Praziquantel, Pyrantel Pamoate, and Febantel
Tablets

2/9/2006

null date

2/9/2006

06-01205

FDA

FDA-2006-0095

FDA-2006-0095-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request;
Recommendations for the Early Food Safety
Evaluation of New Non-Pesticidal Proteins
Produced by New Plant Varieties Intended for
Food Use

2/10/2006

null date

2/10/2006

E6-01806

FDA

FDA-2006-0096

FDA-2006-0096-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Financial
Disclosure by Clinical Investigators

2/10/2006

null date

2/10/2006

E6-01807

FDA

FDA-2006-0097

FDA-2006-0097-0001

Determination That PEPTAVLON (Pentagastrin)
for Subcutaneous Injection, 0.25 Milligrams per
Milliliter, Was Not Withdrawn From Sale for
Reasons of Safety or Effectiveness

2/10/2006

null date

2/10/2006

E6-01847

FDA

FDA-2006-0098

FDA-2006-0098-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; General
Administrative Procedures: Citizen Petitions;
Petition for Reconsideration or Stay of Action;
Advisory Opinions

2/10/2006

null date

2/10/2006

E6-01846

FDA

FDA-2006-0099

FDA-2006-0099-0001

Implantation or Injectable Dosage Form New
Animal Drugs; Moxidectin Solution

2/13/2006

null date

2/13/2006

06-01264

FDA

FDA-2006-0100

FDA-2006-0100-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request;
Pharmaceutical Development Study

2/13/2006

null date

2/13/2006

E6-01918
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Food and Dru

Administration (FDA)

FDA

FDA-2006-0101

FDA-2006-0101-0001

Emerging Clostridial Disease; Public Workshop

2/14/2006

null date

2/14/2006

06-01371

FDA

FDA-2006-0102

FDA-2006-0102-0001

Guidance for Industry: Considerations for
Developmental Toxicity Studies for Preventive
and Therapeutic Vaccines for Infectious Disease
Indications; Availability

2/14/2006

null date

2/14/2006

E6-01998

FDA

FDA-2006-0103

FDA-2006-0103-0001

Danisco USA, Inc.; Filing of Food Additive
Petition

2/15/2006

null date

2/15/2006

E6-02130

FDA

FDA-2006-0103

FDA-2006-0103-0002

Danisco USA, Inc.; Filing of Food Additive
Petition; Amendment

4/27/2006

null date

4/27/2006

E6-06370

FDA

FDA-2006-0103

FDA-2006-0103-0003

Food Additives Permitted for Direct Addition to
Food for Human Consumption; Polydextrose

8/21/2007

9/20/2007

8/21/2007

E7-16322

FDA

FDA-2006-0104

FDA-2006-0104-0001

Medical Devices; Cardiovascular Devices;
Classification of Implantable Intra-Aneurysm
Pressure Measurement System

2/15/2006

null date

2/15/2006

06-01417

FDA

FDA-2006-0105

FDA-2006-0105-0001

ARCH Chemicals, Inc.; Filing of Food Additive
Petition

2/15/2006

null date

2/15/2006

E6-02137

FDA

FDA-2006-0106

FDA-2006-0106-0001

Guidance for Industry on Nonclinical Safety
Evaluation of Pediatric Drug Products; Availability

2/15/2006

null date

2/15/2006

E6-02139

FDA

FDA-2006-0107

FDA-2006-0107-0001

Guidance forlndustry and Food and Drug
Administration; Class Il Special Controls
Guidance Document: Implantable Intra-Aneurysm
Pressure Measurement System; Availability

2/15/2006

null date

2/15/2006

E6-02142

FDA

FDA-2006-0108

FDA-2006-0108-0001

Medical Devices; Radiology Devices;
Reclassification of Bone Sonometers

5/16/2006

1/0/1900

2/15/2006

E6-02076

FDA

FDA-2006-0109

FDA-2006-0109-0001

Draft Guidance for Industry and Food and Drug
Administration Staff; Medical Devices: Radiology
Devices; Class Il Special Controls Guidance
Document: Bone Sonometers; Availability

2/15/2006

null date

2/15/2006

E6-02078

FDA

FDA-2006-0110

FDA-2006-0110-0001

Request for Nominations for Voting Members on

2/15/2006

null date

2/15/2006

E6-02071

FDA

FDA-2006-0111

FDA-2006-0111-0001

Manufacturing Subcommittee of the Advisory
Committee for Pharmaceutical Science; Notice of
Meeting

2/16/2006

null date

2/16/2006

E6-02237

FDA

FDA-2006-0112

FDA-2006-0112-0001

Guidance for Industry on Reports on the Status of
Postmarketing Study Commitments--
Implementation of Section 130 of the Food and
Drug Administration Modernization Act of 1997;
Availability

2/16/2006

null date

2/16/2006

E6-02184
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Food and Dru

Administration (FDA)

FDA

FDA-2006-0113

FDA-2006-0113-0001

Implantation or Injectable Dosage Form New
Animal Drugs; Estradiol Benzoate

2/17/2006

null date

2/17/2006

06-01488

FDA

FDA-2006-0114

FDA-2006-0114-0001

Guidance for Industry on Waivers of In Vivo
Demonstration of Bioequivalence of Animal Drugs
in Soluble Powder Oral Dosage Form Products
and Type A Medicated Atrticles; Availability

2/17/2006

null date

2/17/2006

E6-02291

FDA

FDA-2006-0115

FDA-2006-0115-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request;
Investigational New Drug Regulations

2/17/2006

null date

2/17/2006

E6-02289

FDA

FDA-2006-0116

FDA-2006-0116-0001

Draft Guidance for Industry and FDA Staff: Whole
Grains Label Statements; Availability

2/17/2006

null date

2/17/2006

06-01509

FDA

FDA-2006-0117

FDA-2006-0117-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; ERBITUX

2/17/2006

null date

2/17/2006

E6-02354

FDA

FDA-2006-0118

FDA-2006-0118-0001

Animal Drug User Fee Act; Public Meeting;
Cancellation

2/21/2006

null date

2/21/2006

06-01571

FDA

FDA-2006-0119

FDA-2006-0119-0001

Cardiovascular and Renal Drugs Advisory
Committee; Notice of Meeting

2/23/2006

null date

2/23/2006

E6-02542

FDA

FDA-2006-0120

FDA-2006-0120-0001

Peripheral and Central Nervous System Drugs
Advisory Committee; Amendment of Notice

2/23/2006

null date

2/23/2006

E6-02541

FDA

FDA-2006-0121

FDA-2006-0121-0001

Listing of Color Additives Exempt From
Certification; Tomato Lycopene Extract and
Tomato Lycopene Concentrate

2/24/2006

null date

2/24/2006

06-01710

FDA

FDA-2006-0122

FDA-2006-0122-0001

Memorandum of Understanding Between the
United States Food and Drug Administration and
the United States General Services
Administration

2/24/2006

null date

2/24/2006

06-01746

FDA

FDA-2006-0123

FDA-2006-0123-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Focus
Groups as Used by the Food and Drug
Administration

2/27/2006

null date

2/27/2006

E6-02726

FDA

FDA-2006-0124

FDA-2006-0124-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Aluminum in Large and Small Volume Parenterals
Used in Total Parenteral Nutrition

2/27/2006

null date

2/27/2006

E6-02727

FDA

FDA-2006-0125

FDA-2006-0125-0001

Guidance for Industry on Internal Radioactive
Contamination-- Development of Decorporation
Agents; Availability

3/2/2006

null date

3/2/2006

E6-02942
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DOCUMENT ID

DOCUMENT TITLE
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FR DATE
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Food and Dru

Administration (FDA)

FDA

FDA-2006-0126

FDA-2006-0126-0001

Report on the Performance of Drug and Biologics
Firms in Conducting Postmarketing Commitment
Studies; Availability

3/3/2006

null date

3/3/2006

E6-03019

FDA

FDA-2006-0127

FDA-2006-0127-0001

Peripheral and Central Nervous System Drugs
Advisory Committee; Notice of Meeting

3/3/2006

null date

3/3/2006

E6-03021

FDA

FDA-2006-0128

FDA-2006-0128-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Filing
Objections and Requests for a Hearing on a
Regulation or Order

3/3/2006

null date

3/3/2006

E6-03020

FDA

FDA-2006-0129

FDA-2006-0129-0001

Draft Guidance for Industry: Guide to Minimize
Food Safety Hazards of Fresh-Cut Fruits and
Vegetables; Availability

3/6/2006

null date

3/6/2006

E6-03084

FDA

FDA-2006-0130

FDA-2006-0130-0001

Industry Exchange Workshop on Food and Drug
Administration Clinical Trial Requirements; Public
Workshop

3/7/2006

null date

3/7/2006

E6-03229

FDA

FDA-2006-0131

FDA-2006-0131-0001

Draft Guidance for Industry on Clinical Data
Needed to Support the Licensure of Trivalent
Inactivated Influenza Vaccines; Availability

3/10/2006

null date

3/10/2006

E6-03370

FDA

FDA-2006-0132

FDA-2006-0132-0001

Draft Guidance for Industry on Clinical Data
Needed to Support the Licensure of Pandemic
Influenza Vaccines; Availability

3/10/2006

null date

3/10/2006

E6-03371

FDA

FDA-2006-0133

FDA-2006-0133-0001

Guidance for Industry and Food and Drug
Administration; Hospital Bed System Dimensional
and Assessment Guidance to Reduce
Entrapment; Availability

3/10/2006

null date

3/10/2006

E6-03369

FDA

FDA-2006-0134

FDA-2006-0134-0001

Pediatric Advisory Committee; Amendment of
Notice

3/10/2006

null date

3/10/2006

E6-03435

FDA

FDA-2006-0135

FDA-2006-0135-0001

Food Additives Permitted For Direct Addition to
Food for Human Consumption; Glycerides and
Polyglycides

3/13/2006

null date

3/13/2006

06-02354

FDA

FDA-2006-0136

FDA-2006-0136-0001

Guidance for Industry on Prescription Drug
Marketing Act-- Donation of Prescription Drug
Samples to Free Clinics; Availability

3/14/2006

null date

3/14/2006

E6-03532

FDA

FDA-2006-0137

FDA-2006-0137-0001

Oral Dosage Form New Animal Drugs;
Sulfamerazine, Sulfamethazine, and
Sulfaquinoxaline Powder

3/14/2006

null date

3/14/2006

06-02396

FDA

FDA-2006-0138

FDA-2006-0138-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; CRESTOR

3/15/2006

null date

3/15/2006

E6-03641

FDA

FDA-2006-0139

FDA-2006-0139-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; OVIDREL

3/15/2006

null date

3/15/2006

E6-03640
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DOCUMENT ID
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Food and Dru

Administration (FDA)

FDA

FDA-2006-0140

FDA-2006-0140-0001

Guidance for Industry on Nonclinical Safety
Evaluation of Drug or Biologic Combinations;
Availability

2/15/2006

null date

3/15/2006

E6-03713

FDA

FDA-2006-0141

FDA-2006-0141-0001

Science Board to the Food and Drug
Administration; Notice of Meeting

3/15/2006

null date

3/15/2006

E6-03639

FDA

FDA-2006-0142

FDA-2006-0142-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; PRIALT

5/1/2006

null date

5/1/2006

E6-03712

FDA

FDA-2006-0143

FDA-2006-0143-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; RELPAX

5/1/2006

null date

3/15/2006

E6-03711

FDA

FDA-2006-0144

FDA-2006-0144-0001

New Animal Drugs; Change of Sponsors Drug
Labeler Code

null date

06-02554

FDA

FDA-2006-0145

FDA-2006-0145-0001

Obstetrics and Gynecology Devices Panel of the
Medical Devices Advisory Committee; Notice of
Meeting

3/16/2006

null date

3/16/2006

E6-03786

FDA

FDA-2006-0146

FDA-2006-0146-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Emergency
Shortages Data Collection System (Formerly the
Emergency Medical Device Shortage Program
Survey)

3/16/2006

null date

3/16/2006

E6-03820

FDA

FDA-2006-0147

FDA-2006-0147-0001

Guidance for Industry on Using a Centralized IRB
Process in Multicenter Clinical Trials; Availability

3/16/2006

null date

3/16/2006

E6-03785

FDA

FDA-2006-0148

FDA-2006-0148-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; TYSABRI

3/16/2006

null date

3/16/2006

E6-03781

FDA

FDA-2006-0149

FDA-2006-0149-0001

Agency Information Collection Activities:
Proposed Collection; Comment Request;
Prescription Drug Marketing Act of 1987

3/16/2006

null date

3/16/2006

E6-03818

FDA

FDA-2006-0149

FDA-2006-0149-0002

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Prescription
Drug Marketing Act of 1987

6/2/2006

null date

6/2/2006

E6-08569

FDA

FDA-2006-0150

FDA-2006-0150-0001

Confidentiality Arrangement Between the United
States Food and Drug Administration and the
French Health Products Safety Agency

3/16/2006

null date

3/16/2006

06-02539

FDA

FDA-2006-0151

FDA-2006-0151-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; CommentRequest; Notice of
Participation

3/16/2006

null date

3/16/2006

E6-03819
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RIN
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Food and Dru

Administration (FDA)

FDA

FDA-2006-0151

FDA-2006-0151-0002

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Notice of Participation

6/2/2006

null date

6/2/2006

E6-08567

FDA

FDA-2006-0152

FDA-2006-0152-0001

Medical Devices; Availability of Safety and
Effectiveness Summaries for Premarket Approval
Applications

3/17/2006

null date

3/17/2006

E6-03850

FDA

FDA-2006-0153

FDA-2006-0153-0001

Manufacturing Subcommittee of the Advisory
Committee for Pharmaceutical Science;
Cancellation

3/17/2006

null date

3/17/2006

E6-03851

FDA

FDA-2006-0154

FDA-2006-0154-0001

Memorandum of Understanding Between the
United States Food and Drug Administration, the
National Cancer Institute, and the Centers for
Medicare and Medicaid Services

3/20/2006

null date

3/20/2006

06-02656

FDA

FDA-2006-0155

FDA-2006-0155-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; MYCAMINE

3/20/2006

null date

3/20/2006

E6-03956

FDA

FDA-2006-0156

FDA-2006-0156-0001

Guidance for Industry and Food and Drug
Administration Staff; Class || Special Controls
Guidance Document: Reagents for Detection of
Specific Novel Influenza A Viruses: Availability

3/22/2006

null date

3/22/2006

06-02743

FDA

FDA-2006-0157

FDA-2006-0157-0001

Medical Devices; Immunology and Microbiology
Devices; Classification of Reagents for Detection
of Specific Novel Influenza A Viruses

3/22/2006

null date

3/22/2006

06-02742

FDA

FDA-2006-0158

FDA-2006-0158-0001

New Animal Drugs; Adamantane and
Neuraminidase Inhibitor Anti- influenza Drugs;
Extralabel Animal Drug Use; Order of Prohibition

3/22/2006

5/22/2006

3/22/2006

06-02689

FDA

FDA-2006-0159

FDA-2006-0159-0001

The Ninth Annual Food and Drug Administration-
Orange County Regulatory Affairs Educational
Conference

3/22/2006

null date

3/22/2006

E6-04092

FDA

FDA-2006-0160

FDA-2006-0160-0001

Oral Dosage Form New Animal Drugs;
Orbifloxacin

3/23/2006

null date

3/23/2006

06-02791

FDA

FDA-2006-0161

FDA-2006-0161-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; MYCAMINE

3/23/2006

null date

3/23/2006

E6-04165

FDA

FDA-2006-0162

FDA-2006-0162-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; ALAMAST

3/23/2006

null date

3/23/2006

E6-04163

FDA

FDA-2006-0163

FDA-2006-0163-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; VESICARE

3/23/2006

null date

3/23/2006

E6-04164
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Food and Dru

Administration (FDA)

FDA

FDA-2006-0164

FDA-2006-0164-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Generic
Food and Drug Administration Rapid Response
Surveys

3/24/2006

null date

3/24/2006

E6-04262

FDA

FDA-2006-0165

FDA-2006-0165-0001

Eligibility Determination for Donors of Human
Cells, Tissues, and Cellular and Tissue-Based
Products; Correction

3/24/2006

null date

3/24/2006

0910-AB27

06-02841

FDA

FDA-2006-0166

FDA-2006-0166-0001

Memorandum of Understanding Between the
Food and Drug Administration, Department of
Health and Human Services, of the United States
of America and the Certification and Accreditation
Administration of the Peoples Republic of China
Covering Ceramicware Intended for Use in the
Preparation, Serving or Storage of Food or Drink
and Offered for Export to the United States of
America

3/27/2006

null date

3/27/2006

06-02894

FDA

FDA-2006-0167

FDA-2006-0167-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Medical
Device Reporting: Manufacturer Reporting,
Importer Reporting, User Facility Reporting, and
Distributor Reporting

3/28/2006

null date

3/28/2006

E6-04426

FDA

FDA-2006-0168

FDA-2006-0168-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Guidance for Industry on
Formal Meetings With Sponsors and Applicants
for Prescription Drug User Fee Act Product

3/28/2006

null date

3/28/2006

E6-04424

FDA

FDA-2006-0169

FDA-2006-0169-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Guidance for Reagents for
Detection of Specific Novel Influenza A Viruses

3/28/2006

null date

3/28/2006

E6-04427

FDA

FDA-2006-0170

FDA-2006-0170-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Guidance on Informed Consent
for In Vitro Diagnostic Device Studies Using
Leftover Human Specimens That are Not
Individually Identifiable

3/28/2006

null date

3/28/2006

E6-04425
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Food and Dru

Administration (FDA)

FDA

FDA-2006-0171

FDA-2006-0171-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Survey of
Health Care Practitioners Regarding Their
Preferences for Public Health Notifications

3/28/2006

null date

3/28/2006

E6-04440

FDA

FDA-2006-0172

FDA-2006-0172-0001

Annual Comprehensive List of Guidance
Documents at the Food and Drug Administration

28/2006

null date

3/28/2006

06-02941

FDA

FDA-2006-0173

FDA-2006-0173-0001

Guidance for Clinical Trial Sponsors:
Establishment and Operation of Clinical Trial Data
Monitoring Committees; Availability

3/28/2006

null date

3/28/2006

E6-04428

FDA

FDA-2006-0174

FDA-2006-0174-0001

Food Labeling: Health Claims; Dietary
Noncariogenic Carbohydrate Sweeteners and
Dental Caries

3/29/2006

null date

3/29/2006

06-03007

FDA

FDA-2006-0175

FDA-2006-0175-0001

Agency Information Collection Activities:
Proposed Collection; Comment Request;
Environmental Impact Considerations

3/29/2006

null date

3/29/2006

E6-04507

FDA

FDA-2006-0176

FDA-2006-0176-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Requirements for Submission of Labeling for
Human Prescription Drugs and Biologics in
Electronic Format

3/29/2006

null date

3/29/2006

E6-04506

FDA

FDA-2006-0177

FDA-2006-0177-0001

Implantation or Injectable Dosage Form New
Animal Drugs; Flunixin

3/29/2006

null date

3/29/2006

06-03006

FDA

FDA-2006-0178

FDA-2006-0178-0001

Change of Telephone Number; Technical
Amendment

3/30/2006

null date

3/30/2006

06-03046

FDA

FDA-2006-0179

FDA-2006-0179-0001

Draft Guidance for Industry on Providing
Regulatory Submissions in Electronic Format--
Orphan-Drug and Humanitarian Use Device
Designation Requests and Related Submissions;
Availability

3/31/2006

null date

3/31/2006

E6-04709

FDA

FDA-2006-0180

FDA-2006-0180-0001

Implantation or Injectable Dosage Form New
Animal Drugs; Flunixin

3/31/2006

null date

3/31/2006

06-03118

FDA

FDA-2006-0181

FDA-2006-0181-0001

New Animal Drugs; Removal of Obsolete and
Redundant Regulations

3/31/2006

null date

3/31/2006

06-03121

FDA

FDA-2006-0181

FDA-2006-0181-0002

New Animal Drugs for Use in Animal Feeds;
Bacitracin; Nicarbazin; Oxytetracycline and
Neomycin; Penicillin

3/31/2006

null date

3/31/2006

06-03120

FDA

FDA-2006-0181

FDA-2006-0181-0003

New Animal Drugs for Use in Animal Feeds;
Bacitracin; Nitarsone; Zoalene

3/31/2006

null date

3/31/2006

06-03122
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<www.regulations.gov>

DOCUMENT ID

DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE

RIN

FR NUMBER

Food and Dru

Administration (FDA)

FDA

FDA-2006-0182

FDA-2006-0182-0001

Medical Device Reporting; Premarket Approval of
Medical Devices; Quality System Regulation;
Technical Amendment

3/31/2006

null date

3/31/2006

06-03089

FDA

FDA-2006-0183

FDA-2006-0183-0001

Food and Drug Administration Modernization Act
of 1997: Modifications to the List of Recognized
Standards, Recognition List Number: 014

3/31/2006

null date

3/31/2006

E6-04695

FDA

FDA-2006-0184

FDA-2006-0184-0001

Ophthalmic and Topical Dosage Form New
Animal Drugs; Gentamicin Sulfate,
Betamethasone Valerate, Clotrimazole Ointment

4/3/2006

null date

4/3/2006

06-03149

FDA

FDA-2006-0185

FDA-2006-0185-0001

Joint Meeting of the Dental Products Panel of the
Medical Devices Advisory Committee of the
Center for Devices and Radiological Health and
the Peripheral and Central Nervous System
Drugs Advisory Committee of the Center for Drug
Evaluation and Research; Notice of Meeting

4/3/2006

null date

4/3/2006

E6-04760

FDA

FDA-2006-0186

FDA-2006-0186-0001

Draft Guidance for Industry and Food and Drug
Administration Staff; Class Il Special Controls
Guidance Document: Topical Oxygen Chamber
for Extremities; Availability

4/6/2006

null date

4/6/2006

E6-04961

FDA

FDA-2006-0187

FDA-2006-0187-0001

General and Plastic Surgery Devices;
Reclassification of the Topical Oxygen Chamber
for Extremities

4/6/2006

4/6/2006

4/6/2006

E6-04962

FDA

FDA-2006-0188

FDA-2006-0188-0001

New Animal Drugs; Change of Sponsor; Soluble
Bacitracin Methylene Disalicylate and
Streptomycin Sulfate Oral Powder

4/7/2006

null date

4/7/2006

06-03353

FDA

FDA-2006-0189

FDA-2006-0189-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Substances
Generally Recognized as Safe: Notification
Procedure

4/7/2006

null date

4/7/2006

E6-05088

FDA

FDA-2006-0190

FDA-2006-0190-0001

Cooperative Agreement to Support a Single-
Source Application--The Critical Path Institute:
Collaborative Cardiovascular Drug Safety and
Biomarker Research Program--ACTION;
Availability of Sole Source Cooperative
Agreement; Request for Application

4/7/2006

null date

4/7/2006

06-03408

FDA

FDA-2006-0191

FDA-2006-0191-0001

New Animal Drugs for Use in Animal Feeds;
Chlortetracycline

4/7/2006

null date

4/7/2006

06-03352
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Food and Dru

Administration (FDA) -- 1547 Documents

AGENCY

<www.regulations.gov>

DOCKET ID

<www.regulations.gov>

DOCUMENT ID

DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE

RIN

FR NUMBER

Food and Dru

Administration (FDA)

FDA

FDA-2006-0192

FDA-2006-0192-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Guidance for
Requesting an Extension to Use Existing Label
Stock After the Trans Fat Labeling Effective Date
of January 1, 2006

4/10/2006

null date

4/10/2006

E6-05199

FDA

FDA-2006-0193

FDA-2006-0193-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Blood Establishment
Registration and Product Listing, Form FDA 2830

4/10/2006

null date

4/10/2006

E6-05146

FDA

FDA-2006-0194

FDA-2006-0194-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Export Certificates for Food and
Drug Administration-Regulated Products

4/10/2006

null date

4/10/2006

E6-05148

FDA

FDA-2006-0195

FDA-2006-0195-0001

Medical Gas Containers and Closures; Current
Good Manufacturing Practice Requirements

4/10/2006

4/10/2006

4/10/2006

06-03370

FDA

FDA-2006-0196

FDA-2006-0196-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Voluntary Hazard Analysis and
Critical Control Point Manuals for Operators and
Regulators of Retail and Food Service
Establishments

4/10/2006

null date

4/10/2006

E6-05142

FDA

FDA-2006-0197

FDA-2006-0197-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Reprocessed Single-Use
Device Labeling

4/10/2006

null date

4/10/2006

E6-05150

FDA

FDA-2006-0198

FDA-2006-0198-0001

Guidance for Industry: Gamma Irradiation of
Blood and Blood Components: A Pilot Program
for Licensing; Withdrawal of Guidance

4/10/2006

null date

4/10/2006

E6-05204

FDA

FDA-2006-0199

FDA-2006-0199-0001

Guidance for Industry and Food and Drug
Administration Staff; In Vitro Diagnostic Devices
to Detect Influenza A Viruses: Labeling and
Regulatory Path; Availability

4/10/2006

null date

4/10/2006

E6-05203

FDA

FDA-2006-0200

FDA-2006-0200-0001

Draft Guidance for Industry: Center for Biologics
and Evaluation Pilot Licensing Program for
Immunization of Source Plasma Donors Using
Immunogen Red Blood Cells Obtained from an
Outside Supplier; Withdrawal of Guidance

4/11/2006

null date

4/11/2006

E6-05220
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AGENCY

<www.regulations.gov>

DOCKET ID

<www.regulations.gov>

DOCUMENT ID

DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE

RIN

FR NUMBER

Food and Dru

Administration (FDA)

FDA

FDA-2006-0201

FDA-2006-0201-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Interstate Shellfish Dealers Certificate

4/11/2006

null date

4/11/2006

E6-05222

FDA

FDA-2006-0202

FDA-2006-0202-0001

Regulatory Site Visit Training Program

4/11/2006

null date

4/11/2006

E6-05221

FDA

FDA-2006-0203

FDA-2006-0203-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request; Food
Labeling; Trans Fatty Acids in Nutrition Labeling

4/11/2006

null date

4/11/2006

E6-05219

FDA

FDA-2006-0204

FDA-2006-0204-0001

Radiological Devices Panel of the Medical
Devices Advisory Committee; Notice of Meeting

4/12/2006

null date

4/12/2006

E6-05411

FDA

FDA-2006-0205

FDA-2006-0205-0001

Oncologic Drugs Advisory Committee; Notice of
Meeting

4/12/2006

null date

4/12/2006

E6-05413

FDA

FDA-2006-0206

FDA-2006-0206-0001

Stakeholder Meeting to Discuss the Possible
Implementation of Two Review Performance
Goals Referenced in the Medical Device User
Fee and Modernization Act of 2002; Public
Meeting

4/13/2006

null date

4/13/2006

E6-05494

FDA

FDA-2006-0207

FDA-2006-0207-0001

International Conference on Harmonisation;
Guidance on S8 Immunotoxicity Studies for
Human Pharmaceuticals; Availability

4/13/2006

null date

4/13/2006

E6-05495

FDA

FDA-2006-0208

FDA-2006-0208-0001

Food and Drug Administration-Regulated
Products Containing Nanotechnology Materials;
Planning of Public Meeting

4/14/2006

null date

4/14/2006

E6-05526

FDA

FDA-2006-0209

FDA-2006-0209-0001

Guidance for Industry on Exocrine Pancreatic
Insufficiency Drug Products--Submitting New
Drug Applications; Availability

4/14/2006

null date

4/14/2006

E6-05528

FDA

FDA-2006-0210

FDA-2006-0210-0001

Oral Dosage Form New Animal Drugs;
Fenbendazole Granules

4/14/2006

null date

4/14/2006

06-03586

FDA

FDA-2006-0211

FDA-2006-0211-0001

International Cooperation on Harmonisation of
Technical Requirements for Registration of
Veterinary Medicinal Products; Draft Revised
Guidance for Industry on Stability Testing of New
Veterinary Drug Substances and Medicinal
Products (Revision); Request for Comments;
Availability

4/14/2006

null date

4/14/2006

E6-05525

FDA

FDA-2006-0212

FDA-2006-0212-0001

Draft Guidance for Industry: Recommended
Study Design and Evaluation of Effectiveness
Studies for Swine Respiratory Disease Claims;
Availability

4/14/2006

null date

4/14/2006

E6-05527
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Food and Dru

Administration (FDA) -- 1547 Documents

AGENCY

<www.regulations.gov>

DOCKET ID

<www.regulations.gov>

DOCUMENT ID

DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE

RIN

FR NUMBER

Food and Dru

Administration (FDA)

FDA

FDA-2006-0213

FDA-2006-0213-0001

Guidance for Industry and FDA Staff; The
Mammography Quality Standards Act Final
Regulations: Modifications and Additions to Policy
Guidance Help System<greek-i>9; Availability

4/19/2006

null date

4/19/2006

E6-05785

FDA

FDA-2006-0214

FDA-2006-0214-0001

Orthopaedic and Rehabilitation Devices Panel of
the Medical Devices Advisory Committee; Notice
of Meeting

4/19/2006

null date

4/19/2006

E6-05783

FDA

FDA-2006-0215

FDA-2006-0215-0001

Preparation for International Conference on
Harmonization Meetings in Yokohama, Japan;
Public Meeting

4/20/2006

null date

4/20/2006

E6-05905

FDA

FDA-2006-0216

FDA-2006-0216-0001

New Animal Drugs for Use in Animal Feeds;
Melengestrol and Monensin

4/21/2006

null date

4/21/2006

06-03820

FDA

FDA-2006-0217

FDA-2006-0217-0001

MicroArray Quality Control Project on the
Evaluation of Analysis Protocols for
Deoxyribonucleic Acid Microarray Data

4/21/2006

null date

4/21/2006

E6-05995

FDA

FDA-2006-0218

FDA-2006-0218-0001

Vaccine Adverse Event Reporting; Revised Form
VAERS-2; Withdrawal of Proposed Revised Form

4/21/2006

null date

4/21/2006

E6-05970

FDA

FDA-2006-0219

FDA-2006-0219-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; FASLODEX;
Correction

4/24/2006

null date

4/24/2006

E6-06083

FDA

FDA-2006-0220

FDA-2006-0220-0001

Guidance for Sponsors, Institutional Review
Boards, Clinical Investigators, and Food and Drug
Administration Staff; Guidance on Informed
Consent for In Vitro Diagnostic Device Studies
Using Leftover Human Specimens That Are Not
Individually Identifiable; Availability

4/25/2006

null date

4/25/2006

E6-06145

FDA

FDA-2006-0221

FDA-2006-0221-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Experimental Evaluation of Variations in Content
and Format of the Brief Summary in Direct-to-
Consumer Print Advertisements for Prescription
Drugs

4/25/2006

null date

4/25/2006

E6-06142

FDA

FDA-2006-0222

FDA-2006-0222-0001

Industry Exchange Workshop on Food and Drug
Administration Clinical Trial Requirements; Public
Workshop; Correction

4/25/2006

null date

4/25/2006

E6-06119

FDA

FDA-2006-0223

FDA-2006-0223-0001

Regulatory Site Visit Training Program;
Correction

4/25/2006

null date

4/25/2006

E6-06120
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Food and Dru

Administration (FDA) -- 1547 Documents

AGENCY

<www.regulations.gov>

DOCKET ID

<www.regulations.gov>

DOCUMENT ID

DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE

RIN

FR NUMBER

Food and Dru

Administration (FDA)

FDA

FDA-2006-0224

FDA-2006-0224-0001

Guidance for Industry on Bar Code Label
Requirements--Questions and Answers;
Availability

4/27/2006

null date

4/27/2006

E6-06312

FDA

FDA-2006-0225

FDA-2006-0225-0001

New Animal Drugs for Use in Animal Feeds;
Lasalocid and Chlortetracycline

4/27/2006

null date

4/27/2006

06-03953

FDA

FDA-2006-0226

FDA-2006-0226-0001

Draft ““Guidance for Industry: Informed Consent
Recommendations for Source Plasma Donors
Participating in Plasmapheresis and Immunization
Programs; Availability

4/27/2006

null date

4/27/2006

E6-06314

FDA

FDA-2006-0227

FDA-2006-0227-0001

Research Review Subcommittee of the Vaccines
and Related Biological Products Advisory
Committee; Notice of Meeting

5/1/2006

null date

5/1/2006

E6-06508

FDA

FDA-2006-0228

FDA-2006-0228-0001

Vaccines and Related Biological Products
Advisory Committee; Notice of Meeting

1/1/2006

null date

1/1/2006

E6-06509

FDA

FDA-2006-0229

FDA-2006-0229-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Research Study Complaint
Form

5/1/2006

null date

5/1/2006

E6-06457

FDA

FDA-2006-0230

FDA-2006-0230-0001

Agency Emergency Processing Under the Office
of Management and Budget Review; MedWatch--
The Food and Drug Administration Safety
Information and Adverse Event Reporting
Program; Proposal to Survey MedWatch Partners
Organizations

5/1/2006

null date

5/1/2006

E6-06461

FDA

FDA-2006-0231

FDA-2006-0231-0001

International Cooperation on Harmonisation of
Technical Requirements for Approval of
Veterinary Medicinal Products; Draft Revised
Guidance for Industry on Pharmacovigilance of
Veterinary Medicinal Products: Management of
Adverse Event Reports; Request for Comments;
Availability

5/2/2006

null date

5/2/2006

E6-06602

FDA

FDA-2006-0232

FDA-2006-0232-0001

International Cooperation on Harmonisation of
Technical Requirements for Registration of
Veterinary Medicinal Products (VICH); Draft
Guidance for Industry on Pharmacovigilance of
Veterinary Medicinal Products; Data Elements for
Submission of Adverse Event Reports (VICH
GL42); Request for Comments; Availability

5/2/2006

null date

5/2/2006

E6-06601
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<www.regulations.gov>
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<www.regulations.gov>
DOCUMENT ID

DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE

RIN

FR NUMBER

Food and Dru

Administration (FDA)

FDA

FDA-2006-0233

FDA-2006-0233-0001

Guidance for Industry: Guidance on the Labeling
of Certain Uses of Lecithin Derived From Soy
Under the Federal Food, Drug, and Cosmetic Act;
Availability

5/2/2006

null date

5/2/2006

E6-06551

FDA

FDA-2006-0234

FDA-2006-0234-0001

Industry Exchange Workshop to Celebrate Food
and Drug Administration Centennial: Past,
Present, and Future of Regulated Food, Drugs,
Nutritional Supplements, and Medical Devices;
Public Workshop

5/3/2006

null date

5/3/2006

06-04185

FDA

FDA-2006-0235

FDA-2006-0235-0001

Memorandum of Understanding Between the
Food and Drug Administration, United States
Department of Health and Human Services, the
Animal and Plant Health Inspection Service, the
United States Department of Agriculture, and The
National Institutes of Health, United States
Department of Health and Human Services
Concerning Laboratory Animal Welfare

5/3/2006

null date

5/3/2006

06-04184

FDA

FDA-2006-0236

FDA-2006-0236-0001

Summaries of Medical and Clinical Pharmacology
Reviews of Pediatric Studies; Availability

5/3/2006

null date

5/3/2006

E6-06706

FDA

FDA-2006-0237

FDA-2006-0237-0001

Guidance for Industry on Using Electronic Means
to Distribute Certain Product Information;
Availability

5/3/2006

null date

5/3/2006

E6-06705

FDA

FDA-2006-0238

FDA-2006-0238-0001

Food Safety and Defense Workshop; Public
Workshop

5/10/2006

null date

5/10/2006

06-04366

FDA

FDA-2006-0239

FDA-2006-0239-0001

Draft Guidance for Clinical Investigators,
Institutional Review Boards, and Sponsors;
Process for Handling Pediatric Referrals to the
Food and Drug Administration: Additional
Safeguards for Children in Clinical Investigations

5/10/2006

null date

5/10/2006

E6-07058

FDA

FDA-2006-0240

FDA-2006-0240-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; General Administrative
Procedures: Citizen Petitions; Petition for
Reconsideration or Stay of Action; Advisory
Opinions

5/11/2006

null date

5/11/2006

E6-07157
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Administration (FDA) -- 1547 Documents

AGENCY

<www.regulations.gov>

DOCKET ID

<www.regulations.gov>

DOCUMENT ID

DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE

RIN

FR NUMBER

Food and Dru

Administration (FDA)

FDA

FDA-2006-0241

FDA-2006-0241-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Irradiation in
the Production, Processing, and Handling of Food

5/11/2006

null date

5/11/2006

E6-07178

FDA

FDA-2006-0241

FDA-2006-0241-0002

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Irradiation in the Production,
Processing, and Handling of Food

7/25/2006

null date

7/25/2006

E6-11776

FDA

FDA-2006-0242

FDA-2006-0242-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Adverse Drug Experience
Reporting

5/11/2006

null date

5/11/2006

E6-07159

FDA

FDA-2006-0243

FDA-2006-0243-0003

Blood Vessels Recovered With Organs and
Intended for Use in Organ Transplantation;
Withdrawal

9/14/2006

null date

9/14/2006

06-07644

FDA

FDA-2006-0243

FDA-2006-0243-0004

Blood Vessels Recovered With Organs and
Intended for Use in Organ Transplantation

null date

3/12/2007

0910-AF65

07-01131

FDA

FDA-2006-0243

FDA-2006-0243-0001

Blood Vessels Recovered With Organs and
Intended for Use in Organ Transplantation

5/12/2006

7/26/2006

5/12/2006

06-04369

FDA

FDA-2006-0243

FDA-2006-0243-0002

Blood Vessels Recovered With Organs and
Intended for Use in Organ Transplantation;
Companion Document to Direct Final Rule

5/12/2006

7/26/2006

5/12/2006

06-04370

FDA

FDA-2006-0244

FDA-2006-0244-0001

New Animal Drugs for Use in Animal Feeds;
Melengestrol and Tylosin

5/12/2006

null date

5/12/2006

06-04426

FDA

FDA-2006-0245

FDA-2006-0245-0001

New Animal Drugs; Change of Sponsor

5/15/2006

null date

5/15/2006

06-04505

FDA

FDA-2006-0246

FDA-2006-0246-0001

New Animal Drugs; Change of Sponsor;
Fomepizole

5/16/2006

null date

5/16/2006

06-04534

FDA

FDA-2006-0247

FDA-2006-0247-0001

Product Stability Data; Notice of Pilot Project

5/16/2006

null date

5/16/2006

E6-07391

FDA

FDA-2006-0248

FDA-2006-0248-0001

Guidance for Industry: Preparing a Claim of
Categorical Exclusion or an Environmental
Assessment for Submission to the Center for
Food Safety and Applied Nutrition; Availability

5/18/2006

null date

5/18/2006

E6-07528

FDA

FDA-2006-0249

FDA-2006-0249-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request; Records
and Reports Concerning Experience With
Approved New Animal Drugs

5/19/2006

null date

5/19/2006

E6-07616
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On January 15, 2008, the Food and Drug Administration (FDA) was implemented on Regulations.gov. The following documents are not accepting comments on FDA Data Migration Report and have been temporariliy
removed from Regulations.gov as part of FDA's data migration activities. You can continue to access these Federal Register documents at GPO Access page.

Attention: The temporarily deleted FDA documents will continue to appear in the search results on Regulations.gov until Monday, January 21, 2008. Selecting a document link for such and FDA document will result in an
error page. The Regulations.gov search index will be updated the weekend of January 19, 2008 to resolve this issue. Once this update is complete, Regulations.gov search results will no longer display the deleted FDA
documents. Please contact the FDMS Help Desk if you have any Please contact the FDMS Help Desk if you have any questions about FDA's data migration.

Food and Dru

Administration (FDA) -- 1547 Documents

AGENCY

<www.regulations.gov>

DOCKET ID

<www.regulations.gov>

DOCUMENT ID

DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE

RIN

FR NUMBER

Food and Dru

Administration (FDA)

FDA

FDA-2006-0250

FDA-2006-0250-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Guidance on Informed Consent for In Vitro
Diagnostic Device Studies Using Leftover Human
Specimens That are Not Individually Identifiable

5/19/2006

null date

5/19/2006

E6-07617

FDA

FDA-2006-0251

FDA-2006-0251-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Experimental
Study of Qualified Health Claims: Consumer
Inferences About Omega-3 Fatty Acids,
Monounsaturated Fatty Acids From Olive Oil, and
Green Tea

5/22/2006

null date

5/22/2006

E6-07692

FDA

FDA-2006-0252

FDA-2006-0252-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Focus Groups as Used by the
Food and Drug Administration

5/22/2006

null date

5/22/2006

E6-07698

FDA

FDA-2006-0253

FDA-2006-0253-0001

International Conference on Harmonisation;
Guidance on Q8 Pharmaceutical Development;
Availability

5/22/2006

null date

5/22/2006

E6-07727

FDA

FDA-2006-0254

FDA-2006-0254-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Guidance on Reagents for Detection of Specific
Novel Influenza A Viruses

5/22/2006

null date

5/22/2006

E6-07708

FDA

FDA-2006-0255

FDA-2006-0255-0001

Draft Compliance Policy Guide; Guidance Levels
for 3-MCPD (3- chloro-1,2-propanediol) in Acid-
Hydrolyzed Protein and Asian-Style Sauces;
Availability

5/23/2006

null date

5/23/2006

E6-07796

FDA

FDA-2006-0256

FDA-2006-0256-0001

Draft Guidance for Industry and Food and Drug
Administration Staff; Guidance for the Use of
Bayesian Statistics in Medical Device Clinical
Trials; Availability

5/23/2006

null date

5/23/2006

E6-07855

FDA

FDA-2006-0257

FDA-2006-0257-0001

Testing for Malarial Infections in Blood Donors;
Public Workshop

5/23/2006

null date

5/23/2006

E6-07854

FDA

FDA-2006-0258

FDA-2006-0258-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Aluminum in
Large and Small Volume Parenterals Used in
Total Parenteral Nutrition

5/25/2006

null date

5/25/2006

E6-07984
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On January 15, 2008, the Food and Drug Administration (FDA) was implemented on Regulations.gov. The following documents are not accepting comments on FDA Data Migration Report and have been temporariliy
removed from Regulations.gov as part of FDA's data migration activities. You can continue to access these Federal Register documents at GPO Access page.

Attention: The temporarily deleted FDA documents will continue to appear in the search results on Regulations.gov until Monday, January 21, 2008. Selecting a document link for such and FDA document will result in an
error page. The Regulations.gov search index will be updated the weekend of January 19, 2008 to resolve this issue. Once this update is complete, Regulations.gov search results will no longer display the deleted FDA
documents. Please contact the FDMS Help Desk if you have any Please contact the FDMS Help Desk if you have any questions about FDA's data migration.
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Administration (FDA) -- 1547 Documents

AGENCY

<www.regulations.gov>

DOCKET ID

<www.regulations.gov>

DOCUMENT ID

DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE

RIN

FR NUMBER

Food and Dru

Administration (FDA)

FDA

FDA-2006-0259

FDA-2006-0259-0001

Agency Information Collection Activities;
Announcement of Officeof Management and
Budget Approval; Filing Objections and Requests
for a Hearing on a Regulation or Order

5/25/2006

null date

5/25/2006

E6-07991

FDA

FDA-2006-0260

FDA-2006-0260-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Guidance for Industry on Submitting and
Reviewing Complete Responses to Clinical Holds

5/25/2006

null date

5/25/2006

E6-07983

FDA

FDA-2006-0260

FDA-2006-0260-0002

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Submitting and Reviewing
Complete Responses to Clinical Holds

8/13/2007

null date

8/13/2007

E7-15740

FDA

FDA-2006-0261

FDA-2006-0261-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request;
Requirements for Collection of Data Relating to
the Prevention of Medical Gas Mixups at Health
Care Facilities--Survey

5/25/2006

null date

5/25/2006

E6-07988

FDA

FDA-2006-0262

FDA-2006-0262-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Financial Disclosure by Clinical
Investigators

5/25/2006

null date

5/25/2006

E6-07987

FDA

FDA-2006-0263

FDA-2006-0263-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request; User
Fee Cover Sheet; Form FDA 3397

5/25/2006

null date

5/25/2006

E6-07985

FDA

FDA-2006-0264

FDA-2006-0264-0001

Orthopaedic and Rehabilitation Devices Panel of
the Medical Devices Advisory Committee;
Amendment of Notice

5/26/2006

null date

5/26/2006

E6-08088

FDA

FDA-2006-0265

FDA-2006-0265-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Investigational Device Exemptions Reports and
Records

5/26/2006

null date

5/26/2006

E6-08125

FDA

FDA-2006-0266

FDA-2006-0266-0001

Oral Dosage Form New Animal Drugs;
Trimethoprim and Sulfadiazine Oral Paste

5/31/2006

null date

5/31/2006

E6-08303

FDA

FDA-2006-0267

FDA-2006-0267-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request; Prior
Notice of Imported Food Under the Public Health
Security and Bioterrorism Preparedness and
Response Act of 2002

5/31/2006

null date

5/31/2006

E6-08311
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On January 15, 2008, the Food and Drug Administration (FDA) was implemented on Regulations.gov. The following documents are not accepting comments on FDA Data Migration Report and have been temporariliy
removed from Regulations.gov as part of FDA's data migration activities. You can continue to access these Federal Register documents at GPO Access page.

Attention: The temporarily deleted FDA documents will continue to appear in the search results on Regulations.gov until Monday, January 21, 2008. Selecting a document link for such and FDA document will result in an
error page. The Regulations.gov search index will be updated the weekend of January 19, 2008 to resolve this issue. Once this update is complete, Regulations.gov search results will no longer display the deleted FDA
documents. Please contact the FDMS Help Desk if you have any Please contact the FDMS Help Desk if you have any questions about FDA's data migration.

Food and Dru

Administration (FDA) -- 1547 Documents

AGENCY

<www.regulations.gov>
DOCKET ID

<www.regulations.gov>
DOCUMENT ID

DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE

RIN

FR NUMBER

Food and Dru

Administration (FDA)

FDA

FDA-2006-0268

FDA-2006-0268-0001

Implantation or Injectable Dosage Form New
Animal Drugs; Trimethoprim and Sulfadiazine

5/31/2006

null date

5/31/2006

E6-08309

FDA

FDA-2006-0269

FDA-2006-0269-0001

New Animal Drugs for Use in Animal Feeds;
Melengestrol, Ractopamine, Monensin, and
Tylosin

6/1/2006

null date

6/1/2006

E6-08420

FDA

FDA-2006-0270

FDA-2006-0270-0001

Guidance for Industry on Chemistry,
Manufacturing, and Controls Information;
Withdrawal and Revision of Seven Guidances

6/1/2006

null date

6/1/2006

E6-08417

FDA

FDA-2006-0271

FDA-2006-0271-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Applications for Food and Drug Administration
Approval to Market a New Drug: Patent
Submission and Listing Requirements and
Application of 30-Month Stays on Approval of
Abbreviated New Drug Applications Certifying
That a Patent Claiming a Drug Is Valid or Will Not
Be Infringed

6/2/2006

null date

6/2/2006

E6-08570

FDA

FDA-2006-0272

FDA-2006-0272-0001

Agency Information Collection Activities:
Proposed Collection; Comment Request; Survey
of Health Care Professionals on the Food Safety
and Nutrition Information That They Provide to
Pregnant Women

6/2/2006

null date

6/2/2006

E6-08566

FDA

FDA-2006-0273

FDA-2006-0273-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Draft
Guidance for Industry and Food and Drug
Administration Staff on Class Il Special Controls
Guidance Document: Automated Blood Cell
Separator Device Operating by Centrifugal or
Filtration Separation Principle

6/2/2006

null date

6/2/2006

E6-08571

FDA

FDA-2006-0274

FDA-2006-0274-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Investigational New Drug
Regulations

6/2/2006

null date

6/2/2006

E6-08568

FDA

FDA-2006-0275

FDA-2006-0275-0001

International Conference on Harmonisation;
Guidance on Q9 Quality Risk Management;
Availability

6/2/2006

null date

6/2/2006

E6-08573

FDA

FDA-2006-0276

FDA-2006-0276-0002

Listing of Color Additives Exempt From
Certification; Mica-Based Pearlescent Pigments;
Confirmation of Effective Date

9/15/2006

null date

9/15/2006

E6-15275
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On January 15, 2008, the Food and Drug Administration (FDA) was implemented on Regulations.gov. The following documents are not accepting comments on FDA Data Migration Report and have been temporariliy
removed from Regulations.gov as part of FDA's data migration activities. You can continue to access these Federal Register documents at GPO Access page.

Attention: The temporarily deleted FDA documents will continue to appear in the search results on Regulations.gov until Monday, January 21, 2008. Selecting a document link for such and FDA document will result in an
error page. The Regulations.gov search index will be updated the weekend of January 19, 2008 to resolve this issue. Once this update is complete, Regulations.gov search results will no longer display the deleted FDA
documents. Please contact the FDMS Help Desk if you have any Please contact the FDMS Help Desk if you have any questions about FDA's data migration.

Food and Dru

Administration (FDA) -- 1547 Documents

AGENCY

<www.regulations.gov>

DOCKET ID

<www.regulations.gov>

DOCUMENT ID

DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE

RIN

FR NUMBER

Food and Dru

Administration (FDA)

FDA

FDA-2006-0276

FDA-2006-0276-0001

Listing of Color Additives Exempt From
Certification; Mica-Based Pearlescent Pigments

6/2/2006

7/3/2006

6/2/2006

E6-08575

FDA

FDA-2006-0277

FDA-2006-0277-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Registration of Food Facilities Under the Public
Health Security and Bioterrorism Preparedness
and Response Act of 2002

6/2/2006

null date

6/2/2006

E6-08574

FDA

FDA-2006-0278

FDA-2006-0278-0001

Guidance for Industry on Chronic Cutaneous
Ulcer and Burn Wounds--Developing Products for
Treatment; Availability

6/2/2006

null date

6/2/2006

E6-08572

FDA

FDA-2006-0279

FDA-2006-0279-0001

Guidance for Industry on Antiviral Product
Development-- Conducting and Submitting
Virology Studies to the Agency; Availability

6/5/2006

null date

6/5/2006

E6-08635

FDA

FDA-2006-0280

FDA-2006-0280-0001

Implantation or Injectable Dosage Form New
Animal Drugs; Oxytetracycline Injection, 200
Milligram/Milliliter

6/6/2006

null date

6/6/2006

E6-08694

FDA

FDA-2006-0281

FDA-2006-0281-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Administrative Detention and Banned Medical
Devices

6/7/2006

null date

6/7/2006

E6-08838

FDA

FDA-2006-0282

FDA-2006-0282-0001

Medical Devices; Exception From General
Requirements for Informed Consent

8/7/2006

1/0/1900

6/7/2006

0910-AC25

E6-08790

FDA

FDA-2006-0283

FDA-2006-0283-0001

Medical Devices; Ear, Nose, and Throat Devices;
Classification of Olfactory Test Device

6/7/2006

null date

6/7/2006

E6-08791

FDA

FDA-2006-0284

FDA-2006-0284-0001

Guidance for Industry and Food and Drug
Administration Staff; Class Il Special Controls
Guidance Document: Olfactory Test Device;
Availability

6/7/2006

null date

6/7/2006

E6-08792

FDA

FDA-2006-0285

FDA-2006-0285-0001

Industry Exchange Workshop on Food and Drug
Administration Clinical Trial Requirements; Public
Workshop

6/8/2006

null date

6/8/2006

E6-08896

FDA

FDA-2006-0286

FDA-2006-0286-0001

Oral Dosage Form New Animal Drugs;
Oxibendazole Suspension

6/8/2006

null date

6/8/2006

E6-08953

FDA

FDA-2006-0287

FDA-2006-0287-0001

Oral Dosage Form New Animal Drugs;
Oxibendazole Paste

6/8/2006

null date

6/8/2006

E6-08894

FDA

FDA-2006-0288

FDA-2006-0288-0001

Guidance on Marketed Unapproved Drugs;
Compliance Policy Guide; Availability

6/9/2006

null date

6/9/2006

E6-09032

FDA

FDA-2006-0289

FDA-2006-0289-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; CETROTIDE

6/9/2006

null date

6/9/2006

E6-09031
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On January 15, 2008, the Food and Drug Administration (FDA) was implemented on Regulations.gov. The following documents are not accepting comments on FDA Data Migration Report and have been temporariliy
removed from Regulations.gov as part of FDA's data migration activities. You can continue to access these Federal Register documents at GPO Access page.

Attention: The temporarily deleted FDA documents will continue to appear in the search results on Regulations.gov until Monday, January 21, 2008. Selecting a document link for such and FDA document will result in an
error page. The Regulations.gov search index will be updated the weekend of January 19, 2008 to resolve this issue. Once this update is complete, Regulations.gov search results will no longer display the deleted FDA
documents. Please contact the FDMS Help Desk if you have any Please contact the FDMS Help Desk if you have any questions about FDA's data migration.

Food and Dru

Administration (FDA) -- 1547 Documents

AGENCY

<www.regulations.gov>

DOCKET ID

<www.regulations.gov>

DOCUMENT ID

DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE

RIN

FR NUMBER

Food and Dru

Administration (FDA)

FDA

FDA-2006-0290

FDA-2006-0290-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Evaluation of Consumer-
Friendly Formats for Brief Summary in Direct-to-
Consumer Print Advertisements for Prescription
Drugs: Study 1

6/9/2006

null date

6/9/2006

E6-08981

FDA

FDA-2006-0291

FDA-2006-0291-0001

Carbinoxamine Products; Enforcement Action
Dates

6/9/2006

null date

6/9/2006

E6-09033

FDA

FDA-2006-0292

FDA-2006-0292-0001

Alltech, Inc.; Withdrawal of Food Additive Petition

6/9/2006

null date

6/9/2006

E6-08982

FDA

FDA-2006-0293

FDA-2006-0293-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; UROXATRAL

6/13/2006

null date

6/13/2006

E6-09201

FDA

FDA-2006-0294

FDA-2006-0294-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; INCRELEX

6/13/2006

null date

6/13/2006

E6-09138

FDA

FDA-2006-0295

FDA-2006-0295-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; RESTYLANE

6/13/2006

null date

6/13/2006

E6-09213

FDA

FDA-2006-0296

FDA-2006-0296-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; LUVERIS

6/13/2006

null date

6/13/2006

E6-09139

FDA

FDA-2006-0297

FDA-2006-0297-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; TYGACIL

6/13/2006

null date

6/13/2006

E6-09214

FDA

FDA-2006-0298

FDA-2006-0298-0002

Prescription Drug Marketing Act Pedigree
Requirements under 21 CFR Part 203
Compliance Policy Guide and Guidance for
Industry: Prescription Drug Marketing Act
Pedigree Requirements Questions and Answers;
Notice of Availability

11/15/2006

null date

11/15/2006

06-09211

FDA

FDA-2006-0298

FDA-2006-0298-0001

Prescription Drug Marketing Act Pedigree
Requirements; Effective Date and Compliance
Policy Guide; Request for Comment

6/14/2006

7/14/2006

6/14/2006

06-05362

FDA

FDA-2006-0299

FDA-2006-0299-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; CUBICIN

6/14/2006

null date

6/14/2006

E6-09225

FDA

FDA-2006-0300

FDA-2006-0300-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; DUTASTERIDE

6/14/2006

null date

6/14/2006

E6-09224

FDA

FDA-2006-0301

FDA-2006-0301-0001

International Cooperation on Harmonisation of
Technical Requirements for Registration of
Veterinary Medicinal Products; Final Guidance for
Industry on **Specifications: Test Procedures and
Acceptance Criteria for New
Biotechnological/Biological Veterinary Medicinal
Products; Availability

6/15/2006

null date

6/15/2006

E6-09324

FDA

FDA-2006-0302

FDA-2006-0302-0001

New Animal Drugs for Use in Animal Feeds;
Lasalocid; Correction

6/15/2006

null date

6/15/2006

E6-09321
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On January 15, 2008, the Food and Drug Administration (FDA) was implemented on Regulations.gov. The following documents are not accepting comments on FDA Data Migration Report and have been temporariliy
removed from Regulations.gov as part of FDA's data migration activities. You can continue to access these Federal Register documents at GPO Access page.

Attention: The temporarily deleted FDA documents will continue to appear in the search results on Regulations.gov until Monday, January 21, 2008. Selecting a document link for such and FDA document will result in an
error page. The Regulations.gov search index will be updated the weekend of January 19, 2008 to resolve this issue. Once this update is complete, Regulations.gov search results will no longer display the deleted FDA
documents. Please contact the FDMS Help Desk if you have any Please contact the FDMS Help Desk if you have any questions about FDA's data migration.

Food and Dru

Administration (FDA) -- 1547 Documents

AGENCY

<www.regulations.gov>

DOCKET ID

<www.regulations.gov>

DOCUMENT ID

DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE

RIN

FR NUMBER

Food and Dru

Administration (FDA)

FDA

FDA-2006-0303

FDA-2006-0303-0001

International Cooperation on Harmonisation of
Technical Requirements for Registration of
Veterinary Medicinal Products; Final Guidance for
Industry on **Specifications: Test Procedures and
Acceptance Criteria for New Veterinary Drug
Substances and New Medicinal Products:
Chemical Substances; Availability

6/15/2006

null date

6/15/2006

E6-09327

FDA

FDA-2006-0304

FDA-2006-0304-0001

Georgia-Pacific Resins, Inc.; Filing of Food
Additive Petition

6/15/2006

null date

6/15/2006

E6-09319

FDA

FDA-2006-0305

FDA-2006-0305-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; INSPRA

6/1/2006

null date

6/16/2006

E6-09412

FDA

FDA-2006-0306

FDA-2006-0306-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; SYMLIN

6/1/2006

null date

6/16/2006

E6-09414

FDA

FDA-2006-0307

FDA-2006-0307-0001

Merck and Co., Inc., et al.; Withdrawal of
Approval of 65 New Drug Applications and 52
Abbreviated New Drug Applications

6/16/2006

null date

6/16/2006

E6-09440

FDA

FDA-2006-0308

FDA-2006-0308-0001

Guidance for Industry and Food and Drug
Administration Staff; the Review and Inspection of
Premarket Approval Application Manufacturing
Information and Operations; Availability

6/19/2006

null date

6/19/2006

E6-09505

FDA

FDA-2006-0309

FDA-2006-0309-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; ROZEREM

6/19/2006

null date

6/19/2006

E6-09509

FDA

FDA-2006-0310

FDA-2006-0310-0001

Draft Guidance for Industry and Food and Drug
Administration Staff; the Review and Inspection of
Premarket Approval Applications Under the
Bioresearch Monitoring Program; Availability

6/20/2006

null date

6/20/2006

E6-09653

FDA

FDA-2006-0311

FDA-2006-0311-0001

Ophthalmic Devices Panel of the Medical Devices
Advisory Committee; Notice of Meeting

6/20/2006

null date

6/20/2006

E6-09601

FDA

FDA-2006-0312

FDA-2006-0312-0001

The Essentials of Food and Drug Administration
Device Regulations: A Primer for Manufacturers
and Suppliers; Public Workshop

6/21/2006

null date

6/21/2006

06-05570

FDA

FDA-2006-0313

FDA-2006-0313-0001

Guidance for Industry; Recommendations for the
Early Food Safety Evaluation of New Non-
Pesticidal Proteins Produced by New Plant
Varieties Intended for Food Use; Availability

6/21/2006

null date

6/21/2006

E6-09688
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On January 15, 2008, the Food and Drug Administration (FDA) was implemented on Regulations.gov. The following documents are not accepting comments on FDA Data Migration Report and have been temporariliy
removed from Regulations.gov as part of FDA's data migration activities. You can continue to access these Federal Register documents at GPO Access page.

Attention: The temporarily deleted FDA documents will continue to appear in the search results on Regulations.gov until Monday, January 21, 2008. Selecting a document link for such and FDA document will result in an
error page. The Regulations.gov search index will be updated the weekend of January 19, 2008 to resolve this issue. Once this update is complete, Regulations.gov search results will no longer display the deleted FDA
documents. Please contact the FDMS Help Desk if you have any Please contact the FDMS Help Desk if you have any questions about FDA's data migration.
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Administration (FDA) -- 1547 Documents
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<www.regulations.gov>

DOCKET ID

<www.regulations.gov>

DOCUMENT ID

DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE

RIN

FR NUMBER

Food and Dru

Administration (FDA)

FDA

FDA-2006-0314

FDA-2006-0314-0001

Medical Devices; Availability of Safety and
Effectiveness Summaries for Premarket Approval
Applications

6/22/2006

null date

6/22/2006

E6-09898

FDA

FDA-2006-0315

FDA-2006-0315-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Guidance for Requesting an
Extension to Use Existing Label Stock After the
Trans Fat Labeling Effective Date of January 1,
2006

6/22/2006

null date

6/22/2006

E6-09824

FDA

FDA-2006-0316

FDA-2006-0316-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; CIALIS

2/1/2006

null date

6/22/2006

E6-09899

FDA

FDA-2006-0317

FDA-2006-0317-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Substances Generally
Recognized as Safe: Notification Procedure

6/22/2006

null date

6/22/2006

E6-09827

FDA

FDA-2006-0318

FDA-2006-0318-0001

Over-the-Counter Drug Products; Safety and
Efficacy Review; Additional Laxative Ingredient

6/22/2006

null date

6/22/2006

E6-09896

FDA

FDA-2006-0319

FDA-2006-0319-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; BONIVA

2/1/2006

null date

6/22/2006

E6-09817

FDA

FDA-2006-0320

FDA-2006-0320-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Recommendations for Early
Food Safety Evaluation of New Non-Pesticidal
Proteins Produced by New Plant Varieties
Intended for Food Use

6/22/2006

null date

6/22/2006

E6-09826

FDA

FDA-2006-0321

FDA-2006-0321-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request; Product
Jurisdiction: Assignment of Agency Component
for Review of Premarket Applications

6/22/2006

null date

6/22/2006

E6-09900

FDA

FDA-2006-0322

FDA-2006-0322-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Infectious Disease Issues in Xenotransplantation

6/22/2006

null date

6/22/2006

E6-09816

FDA

FDA-2006-0323

FDA-2006-0323-0001

Food and Drug Administration Modernization Act
of 1997: Modifications to the List of Recognized
Standards, Recognition List Number: 015

6/23/2006

null date

6/23/2006

E6-09959

FDA

FDA-2006-0324

FDA-2006-0324-0001

Oral Dosage Form New Animal Drugs;
Oxytetracycline

6/27/2006

null date

6/27/2006

E6-10053

FDA

FDA-2006-0325

FDA-2006-0325-0001

Blood Products Advisory Committee; Notice of
Meeting

6/28/2006

null date

6/28/2006

06-05870
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Food and Drug Administration (FDA)
Draft Guidance for Industry: Analytical Methods
Description for Type C Medicated Feeds;

FDA FDA-2006-0326 FDA-2006-0326-0001 Availability 6/28/2006 null date 6/28/2006 06-05860
Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Request for

FDA FDA-2006-0327 FDA-2006-0327-0001 Samples and Protocols 6/29/2006 null date 6/29/2006 06-05805
Agency Information Collection Activities;
Proposed Collection; Comment Request; Medical

FDA FDA-2006-0328 FDA-2006-0328-0001 Device User Fee Cover Sheet 6/29/2006 null date 6/29/2006 06-05806
Program Priorities in the Center for Food Safety

FDA FDA-2006-0329 FDA-2006-0329-0001 and Applied Nutrition; Request for Comments 6/29/2006 null date 6/29/2006 E6-10241
The Use of Bayesian Statistics in Medical Device

FDA FDA-2006-0330 FDA-2006-0330-0001 Clinical Trials; Public Meeting 6/29/2006 null date 6/29/2006 06-05804
Agency Information Collection Activities;
Announcement of Office of Management and

FDA FDA-2006-0331 FDA-2006-0331-0001 Budget Approval; Importers Entry Notice 6/30/2006 null date 6/30/2006 E6-10271
Emerging Clostridial Disease; Public Workshop;

FDA FDA-2006-0332 FDA-2006-0332-0001 Reopening of the Administrative Record 7/5/2006 null date 7/5/2006 E6-10409
Oral Dosage Form New Animal Drugs;

FDA FDA-2006-0333 FDA-2006-0333-0001 Oxytetracycline Hydrochloride Soluble Powder 7/5/2006 null date 7/5/2006 E6-10445
Oral Dosage Form New Animal Drugs;

FDA FDA-2006-0334 FDA-2006-0334-0001 Griseofulvin 7/5/2006 null date 7/5/2006 E6-10406
Oral Dosage Form New Animal Drugs; Ivermectin

FDA FDA-2006-0335 FDA-2006-0335-0001 Liquid 7/5/2006 null date 7/5/2006 E6-10444
Determination ofRegulatory Review Period for
Purposes of Patent Extension; TAXUS EXPRESS

FDA FDA-2006-0336 FDA-2006-0336-0001 Paclitaxel-Eluting Coronary Stent System 7/5/2006 null date 7/5/2006 E6-10408
Ophthalmic and Topical Dosage Form New

FDA FDA-2006-0337 FDA-2006-0337-0001 Animal Drugs; Copper Naphthenate Solution 7/5/2006 null date 7/5/2006 E6-10407
Ophthalmic and Topical Dosage Form New
Animal Drugs; Gentamicin Sulfate,

FDA FDA-2006-0338 FDA-2006-0338-0001 Betamethasone Valerate, Clotrimazole Ointment 7/6/2006 null date 7/6/2006 E6-10496
Streptomycin Residues in Cattle Tissues;

FDA FDA-2006-0339 FDA-2006-0339-0001 Withdrawal of Compliance Policy Guide 7/1/2006 null date 7/1/2006 E6-10671
Human-Labeled Drugs Distributed and Used in
Animal Medicine; Withdrawal of Compliance

FDA FDA-2006-0340 FDA-2006-0340-0001 Policy Guide 7/7/2006 null date 7/7/2006 E6-10672
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Food and Drug Administration (FDA)
Determination of Regulatory Review Period for

FDA FDA-2006-0341 FDA-2006-0341-0001 Purposes of Patent Extension; MULTIHANCE 7/11/2006 null date 7/11/2006 E6-10796
Implantation or Injectable Dosage Form New

FDA FDA-2006-0342 FDA-2006-0342-0001 Animal Drugs; Hyaluronate Sodium Injection 7/12/2006 null date 7/12/2006 E6-10879
New Animal Drugs for Use in Animal Feeds;

FDA FDA-2006-0343 FDA-2006-0343-0001 Melengestrol, Lasalocid, and Tylosin 12/1/2006 null date 12/1/2006 E6-10878
Oral Dosage Form New Animal Drugs;

FDA FDA-2006-0344 FDA-2006-0344-0001 Clindamycin Capsules and Tablets 7/12/2006 null date 7/12/2006 E6-10877
Implantation or Injectable Dosage Form New

FDA FDA-2006-0345 FDA-2006-0345-0001 Animal Drugs; Furosemide 7/13/2006 null date 7/13/2006 E6-10974
Implantation or Injectable Dosage Form New

FDA FDA-2006-0346 FDA-2006-0346-0001 Animal Drugs; Mepivacaine 7/13/2006 null date 7/13/2006 E6-10970

FDA FDA-2006-0347 FDA-2006-0347-0001 New Animal Drugs; Ceftiofur 7/13/2006 null date 7/13/2006 E6-10973
Guidance for Industry on Providing Regulatory
Submissions to the Center for Biologics
Evaluation and Research in Electronic Format--

FDA FDA-2006-0348 FDA-2006-0348-0001 Lot Release Protocols; Availability 7/13/2006 null date 7/13/2006 E6-11040

FDA FDA-2006-0349 FDA-2006-0349-0001 New Animal Drugs; Ceftiofur 7/13/2006 null date 7/13/2006 E6-10972
Oral Dosage Form New Animal Drugs;

FDA FDA-2006-0350 FDA-2006-0350-0001 Clindamycin Liquid 7/13/2006 null date 7/13/2006 E6-10971
Medical Devices; Anesthesiology Devices;
Neurological Devices; Denial of Request for
Change in Classification of Breathing Frequency

FDA FDA-2006-0351 FDA-2006-0351-0001 Monitor and Electroencephalograph 7/14/2006 null date 7/14/2006 E6-11115
Determination That PHENERGAN (Promethazine
Hydrochloride) Tablets, 12.5 Milligrams and 50
Milligrams, Were Not Withdrawn From Sale for

FDA FDA-2006-0352 FDA-2006-0352-0001 Reasons of Safety or Effectiveness 7/14/2006 null date 7/14/2006 E6-11072
Oral Dosage Form New Animal Drugs; Ivermectin

FDA FDA-2006-0353 FDA-2006-0353-0001 Paste 7/14/2006 null date 7/14/2006 E6-11073
Request for Nominations for Voting Members on
a Public Advisory Committee; Pediatric Advisory

FDA FDA-2006-0354 FDA-2006-0354-0001 Committee 7/18/2006 null date 7/18/2006 06-06276
Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Draft
Guidance: Emergency Use Authorization of

FDA FDA-2006-0355 FDA-2006-0355-0001 Medical Products 7/18/2006 null date 7/18/2006 E6-11287
Guidance on Useful Written Consumer

FDA FDA-2006-0356 FDA-2006-0356-0001 Medication Information; Availability 7/18/2006 null date 7/18/2006 E6-11329
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Food and Drug Administration (FDA)
Joint Meeting of the Endocrinologic and Metabolic
Drugs Advisory Committee and the Advisory
Committee for Pharmaceutical Science; Notice of

FDA FDA-2006-0357 FDA-2006-0357-0001 Meeting 7/19/2006 null date 7/19/2006 E6-11471
Listing of Color Additives Exempt From

FDA FDA-2006-0358 FDA-2006-0358-0001 Certification; Mica-Based Pearlescent Pigments 7/20/2006 null date 7/20/2006 E6-11536
Advisory Committee for Reproductive Health

FDA FDA-2006-0359 FDA-2006-0359-0001 Drugs; Notice of Meeting 7/20/2006 null date 7/20/2006 E6-11538
Psychopharmacologic Drugs Advisory

FDA FDA-2006-0360 FDA-2006-0360-0001 Committee; Notice of Meeting 7/20/2006 null date 7/20/2006 E6-11537
Draft Manufactured Food Regulatory Program

FDA FDA-2006-0361 FDA-2006-0361-0001 Standards; Availability 7/20/2006 null date 7/20/2006 E6-11539
Agency Information Collection Activities;
Proposed Collection; Comment Request; Food
Labeling; Notification Procedures for Statements

FDA FDA-2006-0362 FDA-2006-0362-0001 on Dietary Supplements 7/24/2006 null date 7/24/2006 E6-11642
Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Food and
Drug Administration Public Health Notification
(formerly known as Safety Alert/Public Health

FDA FDA-2006-0363 FDA-2006-0363-0001 Advisory) Readership Survey 7/24/2006 null date 7/24/2006 E6-11644
Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Survey of

FDA FDA-2006-0364 FDA-2006-0364-0001 Need for Online Medical Device Survey 7/24/2006 null date 7/24/2006 E6-11640
Agency Information Collection Activities;
Proposed Collection; Comment Request;
Guidance for Industry on Continuous Marketing
Applications: Pilot 2--Scientific Feedback and
Interactions During Development of Fast Track
Products Under the Prescription Drug User Fee

FDA FDA-2006-0365 FDA-2006-0365-0001 Act 7/24/2006 null date 7/24/2006 E6-11643
Agency Information Collection Activities;
Proposed Collection; Comment Request; Bar
Code Label Requirement for Human Drug and

FDA FDA-2006-0366 FDA-2006-0366-0001 Biological Products 7/24/2006 null date 7/24/2006 E6-11641
Obstetrics and Gynecology Devices Panel of the
Medical Devices Advisory Committee; Notice of

FDA FDA-2006-0367 FDA-2006-0367-0001 Meeting 7/25/2006 null date 7/25/2006 E6-11773
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Food and Dru

Administration (FDA)

FDA

FDA-2006-0368

FDA-2006-0368-0001

Medical Device Regulations; Addresses;
Technical Amendment

7/25/2006

null date

7/25/2006

E6-11777

FDA

FDA-2006-0369

FDA-2006-0369-0001

Anti-Infective Drugs Advisory Committee; Notice
of Meeting

7/25/2006

null date

7/25/2006

E6-11772

FDA

FDA-2006-0370

FDA-2006-0370-0001

Nonprescription Drugs Advisory Committee;
Notice of Meeting

7/25/2006

null date

7/25/2006

E6-11774

FDA

FDA-2006-0371

FDA-2006-0371-0002

Food Labeling; Guidelines for Voluntary Nutrition
Labeling of Raw Fruits, Vegetables, and Fish;
Correction

8/17/2006

null date

8/17/2006

06-06957

FDA

FDA-2006-0371

FDA-2006-0371-0001

Food Labeling; Guidelines for Voluntary Nutrition
Labeling of Raw Fruits, Vegetables, and Fish

7/25/2006

null date

7/25/2006

06-06436

FDA

FDA-2006-0372

FDA-2006-0372-0001

General and Plastic Surgery Devices Panel of the
Medical Devices Advisory Committee; Notice of
Meeting

7/25/2006

null date

7/25/2006

E6-11775

FDA

FDA-2006-0373

FDA-2006-0373-0001

Over-the-Counter Drug Products; Safety and
Efficacy Review; Additional Sunscreen Ingredient

7/26/2006

null date

7/26/2006

E6-11874

FDA

FDA-2006-0374

FDA-2006-0374-0001

Medical Devices; Immunology and Microbiology
Devices; Classification of Fecal Calprotectin
Immunological Test Systems

7/27/2006

null date

7/27/2006

E6-11975

FDA

FDA-2006-0375

FDA-2006-0375-0001

Guidance for Industry and Food and Drug
Administration Staff; Class Il Special Controls
Guidance Document: Fecal Calprotectin
Immunological Test Systems; Availability

7/27/2006

null date

7/27/2006

E6-11974

FDA

FDA-2006-0376

FDA-2006-0376-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Guidance for Industry on Special Protocol
Assessment

7/31/2006

null date

7/31/2006

E6-12158

FDA

FDA-2006-0377

FDA-2006-0377-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request; FDA
Survey of Physicians Perceptions of the Impact of
Early Risk Communication About Medical
Products

7/31/2006

null date

7/31/2006

E6-12159

FDA

FDA-2006-0378

FDA-2006-0378-0001

Draft Manufactured Food Regulatory Program
Standards; Availability; Correction

7/31/2006

null date

7/31/2006

E6-12179

FDA

FDA-2006-0379

FDA-2006-0379-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Establishing and Maintaining a List of United
States Dairy Product Manufacturers/Processors
With Interest in Exporting to Chile

7/31/2006

null date

7/31/2006

E6-12160
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Food and Dru

Administration (FDA)

FDA

FDA-2006-0380

FDA-2006-0380-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Guidance for Clinical Trial
Sponsors: Establishment and Operation of
Clinical Trial Data Monitoring Committees

7/31/2006

null date

7/31/2006

E6-12157

FDA

FDA-2006-0381

FDA-2006-0381-0001

Oncologic Drugs Advisory Committee; Notice of
Meeting

8/1/2006

null date

8/1/2006

E6-12270

FDA

FDA-2006-0382

FDA-2006-0382-0001

Cold, Cough, Allergy, Bronchodilator, and
Antiasthmatic Drug Products for Over-the-
Counter Human Use; Amendment of Monograph
for OTC Nasal Decongestant Drug Products

8/1/2006

null date

8/1/2006

0910-AF34

E6-12265

FDA

FDA-2006-0383

FDA-2006-0383-0001

Memorandum of Understanding Between the U.S.
Food and Drug Administration, Department of
Health and Human Services and the Centers for
Disease Control and Prevention

8/1/2006

null date

8/1/2006

06-06603

FDA

FDA-2006-0384

FDA-2006-0384-0001

Cardiovascular and Renal Drugs Advisory
Committee; Notice of Meeting

8/1/2006

null date

8/1/2006

E6-12269

FDA

FDA-2006-0385

FDA-2006-0385-0001

Current Good Manufacturing Practice, Quality
Control Procedures, Quality Factors, Notification
Requirements, and Records and Reports for the
Production of Infant Formula; Reopening of the
Comment Period

8/1/2006

9/15/2006

8/1/2006

0910-AA04

E6-12268

FDA

FDA-2006-0386

FDA-2006-0386-0001

Meeting to Present Work-In-Progress on a
Method for RankingFeed Contaminants
According to the Relative Risks They Pose to
Animal and Public Health; Part 1: Health
Consequence Scoring for Feed Contaminants

8/1/2006

null date

8/1/2006

E6-12266

FDA

FDA-2006-0387

FDA-2006-0387-0001

Medical Device User Fee Rates for Fiscal Year
2007

8/2/2006

null date

8/2/2006

E6-12394

FDA

FDA-2006-0388

FDA-2006-0388-0001

Animal Drug User Fee Rates and Payment
Procedures for Fiscal Year 2007

8/2/2006

null date

8/2/2006

E6-12396

FDA

FDA-2006-0389

FDA-2006-0389-0001

Prescription Drug User Fee Rates for Fiscal Year
2007

8/2/2006

null date

8/2/2006

E6-12397

FDA

FDA-2006-0390

FDA-2006-0390-0001

Transmissible Spongiform Encephalopathies
Advisory Committee; Notice of Meeting

8/3/2006

null date

8/3/2006

E6-12567

FDA

FDA-2006-0391

FDA-2006-0391-0001

National Mammography Quality Assurance
Advisory Committee; Notice of Meeting

8/3/2006

null date

8/3/2006

E6-12569

FDA

FDA-2006-0392

FDA-2006-0392-0001

New Animal Drugs; Change of Sponsor;
Isoflurane

8/3/2006

null date

8/3/2006

E6-12570

FDA

FDA-2006-0393

FDA-2006-0393-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; CLINACOX

8/3/2006

null date

8/3/2006

E6-12572
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Food and Drug Administration (FDA)
Determination of Regulatory Review Period for

FDA FDA-2006-0394 FDA-2006-0394-0001 Purposes of Patent Extension; CYMBALTA 8/3/2006 null date 8/3/2006 E6-12574
Determination of Regulatory Review Period for

FDA FDA-2006-0395 FDA-2006-0395-0001 Purposes of Patent Extension; IPLEX 8/3/2006 null date 8/3/2006 E6-12571
Determination of Regulatory Review Period for

FDA FDA-2006-0396 FDA-2006-0396-0001 Purposes of Patent Extension; EMEND 8/3/2006 10/2/2006 8/3/2006 E6-12573
Oral Dosage Form New Animal Drugs;
Kanamycin, Bismuth Subcarbonate, Activated

FDA FDA-2006-0397 FDA-2006-0397-0001 Attapulgite 8/3/2006 12:00 null date 8/3/2006 E6-12568
Reports and guidance documents; availability,

FDA FDA-2006-0398 FDA-2006-0398-0001 etc.: International Conference on Harmonisation-- 8/8/2006 null date 8/8/2006 E6-12806
Practice and procedure: Electronic submissions

FDA FDA-2006-0399 FDA-2006-0399-0001 gateway 8/8/2006 null date 8/8/2006 E6-12808
Reports and guidance documents; availability,

FDA FDA-2006-0400 FDA-2006-0400-0001 etc.: InternationalConference on Harmonisation-- 8/1/2006 null date 8/8/2006 E6-12807
Animal drugs, feeds, and related products:

FDA FDA-2006-0401 FDA-2006-0401-0001 Oxytetracycline 8/8/2006 null date 8/8/2006 E6-12862

FDA FDA-2006-0402 FDA-2006-0402-0001 Meetings: Science Advisory Board 8/8/2006 null date 8/8/2006 E6-12863
Antiviral Drugs Advisory Committee; Notice of

FDA FDA-2006-0403 FDA-2006-0403-0001 Meeting 8/9/2006 null date 8/9/2006 E6-12890
Food and Drug Administration-Regulated
Products Containing Nanotechnology Materials;

FDA FDA-2006-0404 FDA-2006-0404-0001 Public Meeting 1/1/2006 null date 1/1/2006 06-06867
Industry Exchange Workshop on Food and Drug
Administration Clinical Trial Requirements; Public

FDA FDA-2006-0405 FDA-2006-0405-0001 Workshop 8/11/2006 null date 8/11/2006 E6-13114
Unique Device Identification; Request for

FDA FDA-2006-0406 FDA-2006-0406-0001 Comments 8/8/2006 null date 8/11/2006 06-06870
Draft Guidance for Industry on an Amendment
Involving Donor Deferral for Transfusion in
France Since 1980 to “Guidance for Industry:
Revised Preventive Measures to Reduce the
Possible Risk of Transmission of Creutzfeldt-
Jakob Disease (CJD) and Variant Creutzfeldt-
Jakob Disease (vCJD) by Blood and Blood

FDA FDA-2006-0407 FDA-2006-0407-0001 Products; Availability 8/14/2006 null date 8/14/2006 E6-13234
Guidance for Industry on Implementing a
Collection Program for Source Plasma Containing
Disease-Associated and Other Immunoglobulin G

FDA FDA-2006-0408 FDA-2006-0408-0001 (IgG) Antibodies; Availability 8/14/2006 8/14/2006 8/14/2006 E6-13233

54 of 132




On January 15, 2008, the Food and Drug Administration (FDA) was implemented on Regulations.gov. The following documents are not accepting comments on FDA Data Migration Report and have been temporariliy
removed from Regulations.gov as part of FDA's data migration activities. You can continue to access these Federal Register documents at GPO Access page.

Attention: The temporarily deleted FDA documents will continue to appear in the search results on Regulations.gov until Monday, January 21, 2008. Selecting a document link for such and FDA document will result in an
error page. The Regulations.gov search index will be updated the weekend of January 19, 2008 to resolve this issue. Once this update is complete, Regulations.gov search results will no longer display the deleted FDA
documents. Please contact the FDMS Help Desk if you have any Please contact the FDMS Help Desk if you have any questions about FDA's data migration.

Food and Dru

Administration (FDA) -- 1547 Documents

AGENCY

<www.regulations.gov>

DOCKET ID

<www.regulations.gov>

DOCUMENT ID

DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE

RIN

FR NUMBER

Food and Dru

Administration (FDA)

FDA

FDA-2006-0409

FDA-2006-0409-0001

Psychopharmacologic Drugs Advisory
Committee; Amendment of Notice

8/17/2006

null date

8/17/2006

E6-13502

FDA

FDA-2006-0410

FDA-2006-0410-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; MedWatch--The Food and Drug
Administration Safety Information and Adverse
Event Reporting Program; Proposal to Survey
MedWatch Partners Organizations

8/17/2006

null date

8/17/2006

E6-13503

FDA

FDA-2006-0411

FDA-2006-0411-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Requirements for Collection of
Data Relating to the Prevention of Medical Gas
Mixups at Health Care Facilities--Survey

8/17/2006

null date

8/17/2006

E6-13565

FDA

FDA-2006-0412

FDA-2006-0412-0001

Advisory Committee for Pharmaceutical Science;
Notice of Meeting

8/17/2006

null date

8/17/2006

E6-13506

FDA

FDA-2006-0413

FDA-2006-0413-0001

Heparin Catheter Lock-Flush Solutions; Transfer
of Primary Responsibility from Center for Drug
Evaluation and Research to Center for Devices
and Radiological Health

8/17/2006

null date

8/17/2006

E6-13509

FDA

FDA-2006-0414

FDA-2006-0414-0001

Preparation for International Conference on
Harmonization Meetings in Chicago, lllinois;
Public Meeting

8/17/2006

null date

8/17/2006

E6-13505

FDA

FDA-2006-0415

FDA-2006-0415-0001

Draft Guidance for Industry; Animal Drug User
Fees: Fees Exceed Costs Waivers and
Reductions; Availability

8/17/2006

null date

8/17/2006

E6-13507

FDA

FDA-2006-0416

FDA-2006-0416-0001

Agency information collection activities;
proposals, submissions, and approvals

8/18/2006

null date

8/18/2006

E6-13609

FDA

FDA-2006-0417

FDA-2006-0417-0001

Food Additives Permitted for Direct Addition to
Food for Human Consumption; Bacteriophage
Preparation

8/18/2006

8/18/2006

8/18/2006

E6-13621

FDA

FDA-2006-0418

FDA-2006-0418-0001

Molecular Methods in Immunohematology; Public
Workshop

8/21/2006

null date

8/21/2006

E6-13695

FDA

FDA-2006-0419

FDA-2006-0419-0003

Index of Legally Marketed Unapproved New
Animal Drugs for Minor Species

null date

12/6/2007

0910-AF67

E7-23580

FDA

FDA-2006-0419

FDA-2006-0419-0001

Index of Legally Marketed Unapproved New
Animal Drugs for Minor Species

8/22/2006

12/20/2006

8/22/2006

0910-AF67

06-07070

FDA

FDA-2006-0419

FDA-2006-0419-0002

Index of Legally Marketed Unapproved New
Animal Drugs for Minor Species; Extension of
Comment Period

10/2/2006

null date

10/2/2006

0910-AF67

E6-16208

FDA

FDA-2006-0420

FDA-2006-0420-0001

Veterinary Medicine Advisory Committee; Notice
of Meeting

8/22/2006

null date

8/22/2006

E6-13818
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Administration (FDA) -- 1547 Documents

AGENCY

<www.regulations.gov>

DOCKET ID

<www.regulations.gov>

DOCUMENT ID

DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE

RIN

FR NUMBER

Food and Dru

Administration (FDA)

FDA

FDA-2006-0421

FDA-2006-0421-0001

Orthopaedic and Rehabilitation Devices Panel of
the Medical Devices Advisory Committee; Notice
of Meeting

8/22/2006

null date

8/22/2006

E6-13823

FDA

FDA-2006-0422

FDA-2006-0422-0001

Memorandum of Understanding Between the U.S.
Food and Drug Administration, the National
Cancer Institute, and the National Institute of
Standards and Technology

8/24/2006

null date

8/24/2006

06-07127

FDA

FDA-2006-0423

FDA-2006-0423-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Inspection by Accredited Persons Program Under
the Medical Device User Fee and Modernization
Act of 2002

8/24/2006

null date

8/24/2006

E6-14056

FDA

FDA-2006-0424

FDA-2006-0424-0001

Food Safety and Security Monitoring Project--
Radiological Health; Announcement Type:
Cooperative Agreements Under a Limited
Competition; Funding Opportunity Number:
Request for Applications: RFA-FDA-ORA-2006-
4; Catalog of Federal Domestic Assistance
Number: 93.448

8/24/2006

null date

8/24/2006

06-07124

FDA

FDA-2006-0425

FDA-2006-0425-0001

National Center for Natural Products Research,
University of Mississippi; Single Source
Cooperative Agreement; Catalog of Federal
Domestic Assistance Number 93.103; Request
for Application

8/25/2006

null date

8/25/2006

E6-14109

FDA

FDA-2006-0426

FDA-2006-0426-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Medicated Feed Mill License Application--
Extension

8/25/2006

null date

8/25/2006

E6-14076

FDA

FDA-2006-0427

FDA-2006-0427-0001

Allergenic Products Advisory Committee; Notice
of Meeting

8/29/2006

null date

8/29/2006

E6-14295

FDA

FDA-2006-0428

FDA-2006-0428-0001

Clinical Pharmacology Subcommittee of the
Advisory Committee for Pharmaceutical Science;
Notice of Meeting

8/29/2006

null date

8/29/2006

E6-14296

FDA

FDA-2006-0429

FDA-2006-0429-0001

Cardiovascular and Renal Drugs Advisory
Committee; Amendment of Notice

8/29/2006

null date

8/29/20061

E6-14294

FDA

FDA-2006-0430

FDA-2006-0430-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; User Fee
Cover Sheet; Form FDA 3397

8/29/2006

null date

8/29/2006

E6-14266
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<www.regulations.gov>

DOCUMENT ID

DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE

RIN

FR NUMBER

Food and Dru

Administration (FDA)

FDA

FDA-2006-0431

FDA-2006-0431-0002

Draft Guidance for Institutional Review Boards,
Clinical Investigators, and Sponsors; Exception
from Informed Consent Requirements for
Emergency Research

8/29/2006

null date

8/29/2006

E6-14262

FDA

FDA-2006-0431

FDA-2006-0431-0001

Conduct of Emergency Clinical Research; Public
Hearing

11/27/2006

null date

8/29/2006

E6-14264

FDA

FDA-2006-0432

FDA-2006-0432-0002

Requirements for Foreign and Domestic
Establishment Registration and Listing for Human
Drugs, Including Drugs That Are Regulated Under
a Biologics License Application, and Animal
Drugs; Public Meeting; Extension of Comment
Period

10/31/2006

1/26/2007

10/31/2006

0910-AA49

E6-18310

FDA

FDA-2006-0432

FDA-2006-0432-0003

Requirements for Foreign and Domestic
Establishment Registration and Listing for Human
Drugs, Including Drugs That Are Regulated Under
a Biologics License Application, and Animal
Drugs; Reopening of Comment Period

2/8/2007

2/26/2007

2/8/2007

0910-AA49

E7-02123

FDA

FDA-2006-0432

FDA-2006-0432-0001

Requirements for Foreign and Domestic
Establishment Registration and Listing for Human
Drugs, Including Drugs that are Regulated Under
a Biologics License Application, and Animal
Drugs

8/29/2006

2/26/2007

8/29/2006

0910-AA49

06-07172

FDA

FDA-2006-0433

FDA-2006-0433-0001

Skin Bleaching Drug Products For Over-the-
Counter Human Use; Proposed Rule

12/27/2006

null date

8/29/006

0910-AF53

E6-14263

FDA

FDA-2006-0434

FDA-2006-0434-0001

Psychopharmacologic Drugs Advisory
Committee; Cancellation

8/29/2006

null date

8/29/2006

E6-14293

FDA

FDA-2006-0435

FDA-2006-0435-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request; Medical
Device User Fee and Modernization Act Small
Business Qualification Certification (Form FDA
3602)

8/29/2006

8/29/2006

8/29/2006

E6-14267

FDA

FDA-2006-0436

FDA-2006-0436-0001

Advisory Committee on Special Studies Relating
to the Possible Long-Term Health Effects of
Phenoxy Herbicides and Contaminants (Ranch
Hand Advisory Committee); Notice of Meeting

8/30/2006

8/30/2006

8/30/2006

E6-14371

FDA

FDA-2006-0437

FDA-2006-0437-0001

Anti-Infective Drugs Advisory Committee
Meeting; Amendment of Notice

8/31/2006

null date

8/31/2006

06-07310

FDA

FDA-2006-0438

FDA-2006-0438-0001

Nutrition Labeling of Dietary Supplements;
Technical Amendment

8/31/2006

null date

8/31/2006

06-07306
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<www.regulations.gov>

DOCKET ID

<www.regulations.gov>

DOCUMENT ID

DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE

RIN

FR NUMBER

Food and Dru

Administration (FDA)

FDA

FDA-2006-0439

FDA-2006-0439-0001

Certain Other Dosage Form New Animal Drugs;
Gentamicin Sulfate Intrauterine Solution

8/31/2006

null date

8/31/2006

06-07307

FDA

FDA-2006-0440

FDA-2006-0440-0001

Implantation or Injectable Dosage Form New
Animal Drugs; Lincomycin

9/1/2006

null date

9/1/2006

E6-14509

FDA

FDA-2006-0441

FDA-2006-0441-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request; Food
Additive Petitions

9/1/2006

null date

9/1/2006

E6-14510

FDA

FDA-2006-0442

FDA-2006-0442-0001

Oral Dosage Form New Animal Drugs; Carprofen

9/1/2006

null date

9/1/2006

E6-14508

FDA

FDA-2006-0443

FDA-2006-0443-0001

[Docket No. 2004N-0234]

9/1/2006

null date

9/1/2006

E6-14549

FDA

FDA-2006-0444

FDA-2006-0444-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Guidance on
Informed Consent for In Vitro Diagnostic Device
Studies Using Leftover Human Specimens That
Are Not Identifiable

9/6/2006

null date

9/6/2006

E6-14671

FDA

FDA-2006-0445

FDA-2006-0445-0001

New Animal Drugs For Use in Animal Feeds;
Amprolium

9/6/2006

null date

9/6/2006

E6-14673

FDA

FDA-2006-0446

FDA-2006-0446-0001

Draft Guidance for Industry, Clinical Laboratories,
and FDA Staff on In Vitro Diagnostic Multivariate
Index Assays; Availability

9/7/2006

null date

9/7/2006

06-07499

FDA

FDA-2006-0447

FDA-2006-0447-0001

Draft Guidance for Industry and Food and Drug
Administration Staff; Commercially Distributed

Analyte Specific Reagents (ASRs): Frequently

Asked Questions; Availability

9/7/2006

null date

9/7/2006

06-07500

FDA

FDA-2006-0447

FDA-2006-0447-0002

Draft Guidance for Industry and Food and Drug
Administration Staff; Commercially Distributed
Analyte Specific Reagents (ASRs): Frequently
Asked Questions; Availability; Extension of
Comment Period

11/28/2006

null date

11/28/2006

E6-20030

FDA

FDA-2006-0448

FDA-2006-0448-0001

New Animal Drugs; Zilpaterol

9/8/2006

null date

9/8/2006

E6-14899

FDA

FDA-2006-0449

FDA-2006-0449-0001

Risk Communication on Medical Devices:
Sharing Perspectives

9/8/2006

null date

9/8/2006

E6-14852

FDA

FDA-2006-0450

FDA-2006-0450-0001

New Animal Drugs For Use in Animal Feed;
Oxytetracycline

9/8/2006

null date

9/8/2006

E6-14898

FDA

FDA-2006-0451

FDA-2006-0451-0001

Draft Guidance for Industry on Drug Interaction
Studies--Study Design, Data Analysis, and
Implications for Dosing and Labeling; Availability

9/12/2006

null date

9/12/2006

E6-15058
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Administration (FDA) -- 1547 Documents

AGENCY

<www.regulations.gov>

DOCKET ID

<www.regulations.gov>

DOCUMENT ID

DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE

RIN

FR NUMBER

Food and Dru

Administration (FDA)

FDA

FDA-2006-0452

FDA-2006-0452-0001

Cooperative Agreement to Support the Shellfish
and Seafood Safety Assistance Project;
Announcement Type: Single Source Application;
Agency Funding Opportunity Number: RFA-FDA-
CFSAN-2006-1

9/13/2006

null date

9/13/2006

E6-15102

FDA

FDA-2006-0453

FDA-2006-0453-0001

New Animal Drugs for Use in Animal Feeds;
Chlortetracycline

9/13/2006

null date

9/13/2006

E6-15103

FDA

FDA-2006-0454

FDA-2006-0454-0001

Memorandum of Understanding Between the
United States Food and Drug Administration and
the National Cancer Institute

9/14/2006

null date

9/14/2006

06-07630

FDA

FDA-2006-0455

FDA-2006-0455-0001

Transmissible Spongiform Encephalopathies
Advisory Committee; Amendment of Notice

9/15/2006

null date

9/15/2006

E6-15283

FDA

FDA-2006-0456

FDA-2006-0456-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; AVASTIN

9/20/2006

null date

9/20/2006

E6-15555

FDA

FDA-2006-0457

FDA-2006-0457-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; APTIVUS

9/20/2006

null date

9/20/2006

E6-15553

FDA

FDA-2006-0458

FDA-2006-0458-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; FUZEON

9/20/2006

null date

9/20/2006

E6-15554

FDA

FDA-2006-0459

FDA-2006-0459-0001

Draft Guidance for Industry on Public Availability
of Labeling Changes in “"Changes Being Effected
Supplements; Availability

9/20/2006

null date

9/20/2006

06-07983

FDA

FDA-2006-0460

FDA-2006-0460-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; CYDECTIN

9/20/2006

null date

9/20/2006

06-07800

FDA

FDA-2006-0461

FDA-2006-0461-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; MACUGEN

9/20/2006

null date

9/20/2006

E6-15556

FDA

FDA-2006-0462

FDA-2006-0462-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; MYCAMINE--New
Drug Application 21-754

9/20/2006

null date

9/20/2006

06-07985

FDA

FDA-2006-0463

FDA-2006-0463-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Mammography Quality Standards Act
Requirements

9/22/2006

null date

9/22/2006

06-08027

FDA

FDA-2006-0464

FDA-2006-0464-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request; Export
of Medical Devices-Foreign Letters of Approval

9/22/2006

null date

9/22/2006

06-08026

FDA

FDA-2006-0465

FDA-2006-0465-0001

Unique Device Identification; Notice of Public
Meeting

9/22/2006

null date

9/22/2006

06-07969

FDA

FDA-2006-0466

FDA-2006-0466-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request;
Environmental Impact Considerations

9/22/2006

9/22/2006

9/22/2006

06-08025
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Administration (FDA) -- 1547 Documents
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<www.regulations.gov>

DOCKET ID

<www.regulations.gov>

DOCUMENT ID

DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE

RIN

FR NUMBER

Food and Dru

Administration (FDA)

FDA

FDA-2006-0467

FDA-2006-0467-0001

Neurological Devices Panel of the Medical
Devices Advisory Committee; Notice of Meeting

9/22/2006

null date

9/22/2006

06-08114

FDA

FDA-2006-0468

FDA-2006-0468-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Records and
Reports Concerning Experience With Approved
New Animal Drugs

9/22/2006

null date

9/22/2006

06-08023

FDA

FDA-2006-0469

FDA-2006-0469-0003

Medical Devices; Reprocessed Single-Use
Devices; Requirement for Submission of
Validation Data; Withdrawal

1/12/2007

null date

1/12/2007

07-00105

FDA

FDA-2006-0469

FDA-2006-0469-0001

Medical Devices; Reprocessed Single-Use
Devices; Requirement for Submission of
Validation Data; Companion to Direct Final Rule

9/25/2006

12/11/2006

9/25/2006

06-08165

FDA

FDA-2006-0469

FDA-2006-0469-0002

Medical Devices; Reprocessed Single-Use
Devices; Requirement for Submission of
Validation Data

9/25/2006

12/11/2006

9/25/2006

06-08166

FDA

FDA-2006-0470

FDA-2006-0470-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; CLOLAR

5/1/2006

null date

9/25/2006

06-08115

FDA

FDA-2006-0471

FDA-2006-0471-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; KETEK

9/26/2006

null date

9/26/2006

E6-15690

FDA

FDA-2006-0472

FDA-2006-0472-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Draft
Guidance for Industry and Food and Drug
Administration Staff: Recommendations for
Clinical Laboratory Improvement Amendments of
1988 Waiver Applications; Availability

9/26/2006

null date

9/26/2006

E6-15693

FDA

FDA-2006-0473

FDA-2006-0473-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Procedures for the Safe and Sanitary Processing
and Importing of Fish and Fishery Products

9/26/2006

null date

9/26/2006

E6-15694

FDA

FDA-2006-0474

FDA-2006-0474-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; MYCAMINE--New
Drug Application 21-506

9/26/2006

null date

9/26/2006

E6-15767

FDA

FDA-2006-0475

FDA-2006-0475-0001

Medical Devices; Availability of Safety and
Effectiveness Summaries for Premarket Approval
Applications

9/26/2006

null date

9/26/2006

E6-15755

FDA

FDA-2006-0476

FDA-2006-0476-0001

New Animal Drugs for Use in Animal Feeds;
Lasalocid

9/26/2006

null date

9/26/2006

06-08261
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<www.regulations.gov>
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<www.regulations.gov>

DOCUMENT ID

DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE

RIN

FR NUMBER

Food and Dru

Administration (FDA)

FDA

FDA-2006-0477

FDA-2006-0477-0001

Food and Drug Administration-Regulated
Products Containing Nanotechnology Materials;
Public Meeting

6/1/2006

null date

6/1/2006

E6-08242

FDA

FDA-2006-0478

FDA-2006-0478-0001

Oral Dosage Form New Animal Drugs; Amprolium
Solution

9/27/2006

null date

9/27/2006

06-08275

FDA

FDA-2006-0479

FDA-2006-0479-0001

Determination of Regulatory ReviewPeriod for
Purposes of Patent Extension; LYRICA (New
Drug Application 21-446)

9/27/2006

null date

9/27/2006

E6-15908

FDA

FDA-2006-0480

FDA-2006-0480-0001

Oral Dosage Form New Animal Drugs; Neomycin

9/28/2006

null date

9/28/2006

E6-15889

FDA

FDA-2006-0481

FDA-2006-0481-0001

Ophthalmic and Topical Dosage Form New
Animal Drugs; Gentamicin Sulfate,
Betamethasone Valerate, Clotrimazole Ointment

9/28/2006

null date

9/28/2006

E6-15888

FDA

FDA-2006-0482

FDA-2006-0482-0001

Review of Agreements, Guidances, and Practices
Specific to Assignment of Combination Products
in Compliance With the Medical Device User Fee
and Modernization Act of 2002; Request for
Comments

9/28/2006

null date

9/28/2006

E6-15967

FDA

FDA-2006-0483

FDA-2006-0483-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; PLENAXIS

9/29/2006

null date

9/29/2006

E6-15969

FDA

FDA-2006-0484

FDA-2006-0484-0001

Guidances on Providing Regulatory Submissions
in Electronic Format; Withdrawal of Guidances

9/29/2006

null date

9/29/2006

E6-15966

FDA

FDA-2006-0485

FDA-2006-0485-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; LYRICA (New
Drug Application 21-723)

9/29/2006

null date

9/29/2006

E6-15962

FDA

FDA-2006-0486

FDA-2006-0486-0001

Draft Guidance for Industry on Characterization
and Qualification of Cell Substrates and Other
Biological Starting Materials Used in the
Production of Viral Vaccines for the Prevention
and Treatment of Infectious Diseases; Availability

9/29/2006

null date

9/29/2006

E6-15963

FDA

FDA-2006-0487

FDA-2006-0487-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; TARCEVA

9/29/2006

null date

9/29/2006

E6-15987

FDA

FDA-2006-0488

FDA-2006-0488-0001

Implantation or Injectable Dosage Form New
Animal Drugs; Tulathromycin

9/29/2006

null date

9/29/2006

E6-15965

FDA

FDA-2006-0489

FDA-2006-0489-0001

Guidance for Industry on Quality Systems
Approach to Pharmaceutical Current Good
Manufacturing Practice Regulations; Availability

10/2/2006

null date

10/2/2006

E6-16215
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Food and Dru

Administration (FDA)

FDA

FDA-2006-0490

FDA-2006-0490-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; NATRECOR

10/2/2006

null date

10/2/2006

E6-16091

FDA

FDA-2006-0491

FDA-2006-0491-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Proposed
Collection; Comment Request; Guidance for
Industry on Submitting and Reviewing Complete
Responses to Clinical Holds

10/2/2006

null date

10/2/2006

E6-16225

FDA

FDA-2006-0492

FDA-2006-0492-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; BYETTA

2/1/2006

null date

10/2/2006

E6-16086

FDA

FDA-2006-0493

FDA-2006-0493-0001

Request for Nominations for Voting and
Nonvoting Consumer Representative Members
on Public Advisory Committees and Panels

10/2/2006

null date

10/2/2006

E6-16216

FDA

FDA-2006-0494

FDA-2006-0494-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Postmarket Surveillance

10/2/2006

null date

10/2/2006

E6-16231

FDA

FDA-2006-0495

FDA-2006-0495-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; DRAXXIN

10/2/2006

null date

10/2/2006

E6-16087

FDA

FDA-2006-0496

FDA-2006-0496-0001

Immunology Devices Panel of the Medical
Devices Advisory Committee; Notice of Meeting

10/3/2006

null date

10/3/2006

E6-16319

FDA

FDA-2006-0497

FDA-2006-0497-0001

Guidance for Industry on Bar Code Label
Requirements--Questions and Answers;
Availability

10/5/2006

null date

10/5/2006

E6-16436

FDA

FDA-2006-0498

FDA-2006-0498-0001

Request for Nominations for Nonvoting Members
Representing Industry Interests on Public
Advisory Panels or Committees

10/5/2006

null date

10/5/2006

E6-16438

FDA

FDA-2006-0499

FDA-2006-0499-0001

Workshop on Sex Differences and the Food and
Drug Administration Critical Path Initiative

10/10/2006

null date

10/10/2006

E6-16605

FDA

FDA-2006-0500

FDA-2006-0500-0001

Oral Dosage Form New Animal Drugs;
Omeprazole

10/10/2006

null date

10/10/2006

E6-16604

FDA

FDA-2006-0501

FDA-2006-0501-0001

Request for Nominations for Voting Members on
Public Advisory Panels or Committees

11/1/2006

null date

10/11/2006

E6-16679

FDA

FDA-2006-0502

FDA-2006-0502-0001

Redetermination of Regulatory Review Period for
Purposes of Patent Extension; BONIVA;
Correction

10/11/2006

null date

10/11/2006

E6-16816

FDA

FDA-2006-0503

FDA-2006-0503-0001

Recordkeeping Requirements for Human Food
and Cosmetics Manufactured From, Processed
With, or Otherwise Containing, Material From
Cattle

10/11/2006

null date

10/11/2006

0910-AF48

E6-16830
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Food and Dru

Administration (FDA)

FDA

FDA-2006-0504

FDA-2006-0504-0001

Guidance for Industry on Investigating Out-of-
Specification Test Results for Pharmaceutical
Production; Availability

10/12/2006

null date

10/12/2006

E6-16838

FDA

FDA-2006-0505

FDA-2006-0505-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Food
Labeling; Trans Fatty Acids in Nutrition Labeling

10/12/2006

null date

10/12/2006

E6-16840

FDA

FDA-2006-0506

FDA-2006-0506-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Interstate
Shellfish Dealers Certificate

10/13/2006

null date

10/13/2006

E6-16953

FDA

FDA-2006-0507

FDA-2006-0507-0001

Memorandum of Understanding Between the
Food and Drug Administration, and Duke
University for the Cardiac Safety Research
Consortium

10/16/2006

null date

10/16/2006

06-08708

FDA

FDA-2006-0508

FDA-2006-0508-0001

Debarment orders: Butkovitz, Anne L.

10/17/2006

null date

10/17/2006

E6-17178

FDA

FDA-2006-0509

FDA-2006-0509-0001

Summaries of Medical and Clinical Pharmacology
Reviews of Pediatric Studies; Availability

10/18/2006

null date

10/18/2006

E6-17284

FDA

FDA-2006-0510

FDA-2006-0510-0001

Guidance for Industry on Fixed Dose
Combinations, Co-Packaged Drug Products, and
Single-Entity Versions of Previously Approved
Antiretrovirals for the Treatment of HIV;
Availability

10/18/2006

null date

10/18/2006

E6-17324

FDA

FDA-2006-0511

FDA-2006-0511-0001

Guidance for Industry: Biological Product
Deviation Reporting for Blood and Plasma
Establishments; Availability

10/19/2006

null date

10/19/2006

E6-17378

FDA

FDA-2006-0512

FDA-2006-0512-0001

Guidance for Industry: Biological Product
Deviation Reporting for Licensed Manufacturers
of Biological Products Other than Blood and
Blood Components; Availability

10/19/2006

null date

10/19/2006

E6-17374

FDA

FDA-2006-0513

FDA-2006-0513-0001

Neurological Devices Panel of the Medical
Devices Advisory Committee; Notice of
Postponement of Meeting

10/20/2006

null date

10/20/2006

06-08788

FDA

FDA-2006-0514

FDA-2006-0514-0001

Circulatory System Devices Panel of the Medical
Devices Advisory Committee; Notice of Meeting

10/20/2006

null date

10/20/2006

E6-17519

FDA

FDA-2006-0515

FDA-2006-0515-0001

Arthritis Advisory Committee; Notice of Meeting

10/20/2006

null date

10/20/2006

06-08787

FDA

FDA-2006-0516

FDA-2006-0516-0001

Agency information collection activities;
proposals, submissions, and approvals

10/24/2006

null date

10/24/2006

E6-17720
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Food and Dru

Administration (FDA)

FDA

FDA-2006-0517

FDA-2006-0517-0001

Reports and guidance documents; availability,
etc.: Portable invasive blood glucose monitoring
systems; total product life cycle

10/24/2006

null date

10/24/2006

E6-17757

FDA

FDA-2006-0518

FDA-2006-0518-0001

Agency information collection activities;
proposals, submissions, and approvals

10/24/2006

null date

10/24/2006

E6-17718

FDA

FDA-2006-0519

FDA-2006-0519-0001

Medical devices: Premarket notification
exemptions; Class Il devices--

10/24/2006

null date

10/24/2006

E6-17729

FDA

FDA-2006-0520

FDA-2006-0520-0001

Reports and guidance documents; availability,
etc.: Global Harmonization Task Force Study
Groups; proposed and final documents

10/24/2006

null date

10/24/2006

E6-17727

FDA

FDA-2006-0521

FDA-2006-0521-0002

Conventional Foods Being Marketed as
“*Functional Foods; Extension of Comment
Period

1/8/2007

3/5/2007

1/8/2007

E7-00047

FDA

FDA-2006-0521

FDA-2006-0521-0001

Conventional Foods Being Marketed as
“*Functional Foods; Public Hearing; Request for
Comments

10/25/2006

3/5/2007

10/25/2006

06-08895

FDA

FDA-2006-0522

FDA-2006-0522-0001

Safe Foods Corporation; Filing of Food Additive
Petition

10/25/2006

null date

10/25/2006

E6-17834

FDA

FDA-2006-0522

FDA-2006-0522-0002

Secondary Direct Food Additives Permitted in
Food for Human Consumption

11/29/2007

12/31/2007

11/29/20077

E7-23182

FDA

FDA-2006-0523

FDA-2006-0523-0001

Draft Guidance for Industry and Food and Drug
Administration Staff; Annual Reports for
Approved Premarket Approval Applications;
Availability

10/26/2006

null date

10/26/2006

E6-17908

FDA

FDA-2006-0524

FDA-2006-0524-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget; Extension of Expiration Date for
MedWatch (Food and Drug Administration
Medical Products Reporting Program) Form

10/26/2006

null date

10/26/2006

E6-17907

FDA

FDA-2006-0525

FDA-2006-0525-0001

Pediatric Advisory Committee; Notice of Meeting

10/26/2006

null date

10/26/2006

E6-17965

FDA

FDA-2006-0526

FDA-2006-0526-0001

Dental Products Panel of the Medical Devices
Advisory Committee; Notice of Meeting

10/26/2006

null date

10/26/2006

E6-17932

FDA

FDA-2006-0527

FDA-2006-0527-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request; Orphan
Drugs

10/30/2006

null date

10/30/2006

E6-18067

FDA

FDA-2006-0528

FDA-2006-0528-0001

Draft Guidance for Industry; Blue Bird Medicated
Feed Labels; Availability

10/30/2006

null date

10/30/2006

E6-18148
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Food and Dru

Administration (FDA)

FDA

FDA-2006-0529

FDA-2006-0529-0001

Guidance for Industry on Implementation of
Acceptable Full-Length Donor History
Questionnaire and Accompanying Materials for
Use in Screening Donors of Blood and Blood
Components; Availability

10/30/2006

null date

10/30/2006

E6-18068

FDA

FDA-2006-0530

FDA-2006-0530-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Biological Products: Reporting of Biological
Product Deviations in Manufacturing; Forms FDA
3486 and 3486A

10/31/2006

null date

10/31/2006

E6-18313

FDA

FDA-2006-0531

FDA-2006-0531-0001

Vaccines and Related Biological Products
Advisory Committee; Notice of Meeting

10/31/2006

null date

10/31/2006

E6-18314

FDA

FDA-2006-0532

FDA-2006-0532-0001

General and Plastic Surgery Devices;
Reclassification of the Absorbable Hemostatic
Device

10/31/2006

1/29/2007

10/31/2006

E6-18324

FDA

FDA-2006-0532

FDA-2006-0532-0002

General and Plastic Surgery Devices;
Reclassification of the Absorbable Hemostatic
Device; Reopening of Comment Period

5/8/2007

6/7/2007

5/8/2007

E7-08784

FDA

FDA-2006-0533

FDA-2006-0533-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request;
Administrative Detention and Banned Medical
Devices

10/31/2006

null date

10/31/2006

E6-18190

FDA

FDA-2006-0534

FDA-2006-0534-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request;
Investigational Device Exemptions Reports and
Records

10/31/2006

null date

10/31/2006

E6-18200

FDA

FDA-2006-0535

FDA-2006-0535-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request; Medical
Device User Fee and Modernization Act Small
Business Qualification Certification (Form FDA
3602)

10/31/2006

null date

10/31/2006

E6-18198

FDA

FDA-2006-0536

FDA-2006-0536-0001

Draft Guidance for Industry and Food and Drug
Administration Staff; Class Il Special
ControlsGuidance Document: Absorbable
Hemostatic Device; Availability

10/31/2006

null date

10/31/2006

E6-18318

FDA

FDA-2006-0537

FDA-2006-0537-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Infectious
Disease Issues in Xenotransplantation

10/31/2006

null date

10/31/2006

E6-18203

FDA

FDA-2006-0538

FDA-2006-0538-0001

Marketed Unapproved Drugs; Public Workshop

11/1/2006

null date

11/1/2006

E6-17959
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Food and Dru

Administration (FDA)

FDA

FDA-2006-0539

FDA-2006-0539-0001

Cellular, Tissue and Gene Therapies Advisory
Committee; Notice of Meeting

11/2/2006

null date

11/2/2006

E6-18472

FDA

FDA-2006-0540

FDA-2006-0540-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request; General
Licensing Provisions: Biologics License
Application, Changes to an Approved Application,
Labeling, Revocation and Suspension,
Postmarketing Studies Status Reports, and
Forms FDA 356h and 2567

11/2/2006

null date

11/2/2006

E6-18445

FDA

FDA-2006-0541

FDA-2006-0541-0001

Guidance for Industry: Questions and Answers
Regarding Food Allergens, Including the Food
Allergen Labeling and Consumer Protection Act of|
2004 (Edition 4); Availability

11/2/2006

null date

11/2/2006

E6-18443

FDA

FDA-2006-0542

FDA-2006-0542-0001

Pediatric Oncology Subcommittee of the
Oncologic Drugs Advisory Committee; Notice of
Meeting

11/2/2006

null date

11/2/2006

E6-18442

FDA

FDA-2006-0543

FDA-2006-0543-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Substantial Evidence of Effectiveness of New
Animal Drugs

11/2/2006

null date

11/2/2006

E6-18432

FDA

FDA-2006-0544

FDA-2006-0544-0001

Implantation or Injectable Dosage Form New
Animal Drugs; Glycopyrrolate

11/2/2006

null date

11/2/2006

E6-18444

FDA

FDA-2006-0545

FDA-2006-0545-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Premarket Notification

11/3/2006

null date

11/3/2006

E6-18553

FDA

FDA-2006-0546

FDA-2006-0546-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Reporting and Recordkeeping Requirements and
Availability of Sample Electronic Products for
Manufacturers and Distributors of Electronic
Products

11/3/2006

null date

11/3/2006

E6-18559

FDA

FDA-2006-0547

FDA-2006-0547-0001

Food and Drug Administration Modernization Act
of 1997: Modifications to the List of Recognized
Standards, Recognition List Number: 016

11/3/2006

null date

11/3/2006

E6-18604

FDA

FDA-2006-0548

FDA-2006-0548-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Medical Device User Fee Cover
Sheet

11/3/2006

null date

11/3/2006

E6-18557
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Food and Dru

Administration (FDA)

FDA

FDA-2006-0549

FDA-2006-0549-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Inspection by
Accredited Persons Program Under the Medical
Device User Fee and Modernization Act of 2002

11/3/2006

null date

11/3/2006

E6-18603

FDA

FDA-2006-0550

FDA-2006-0550-0001

Implantation or Injectable Dosage Form New
Animal Drugs; Lincomycin; Correction

11/17/2006

null date

11/7/2006

E6-18679

FDA

FDA-2006-0551

FDA-2006-0551-0001

New Animal Drugs for Use in Animal Feeds;
Bambermycins

11/7/2006

null date

11/7/2006

E6-18680

FDA

FDA-2006-0552

FDA-2006-0552-0001

Oral Dosage Form New Animal Drugs;
lvermectin, Pyrantel, and Praziquantel Tablets

11/7/2006

null date

11/7/2006

E6-18684

FDA

FDA-2006-0553

FDA-2006-0553-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Guidance for Industry on How to Use E-Mail to
Submit a Notice of Intent to Slaughter for Human
Food Purposes

11/8/2006

null date

11/8/2006

E6-18896

FDA

FDA-2006-0554

FDA-2006-0554-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Guidance For Industry on How to Use E-Mail to
Submit a Request for a Meeting or
Teleconference to the Office Of New Animal Drug
Evaluation

11/8/2006

null date

11/8/2006

E6-18911

FDA

FDA-2006-0555

FDA-2006-0555-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Guidance for Industry on How To Use E-Mail To
Submit A Study Protocol

11/8/2006

null date

11/8/2006

E6-18908

FDA

FDA-2006-0556

FDA-2006-0556-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Guidance for Industry on How to Use E-Mail to
Submit Information to the Center for Veterinary
Medicine

11/8/2006

null date

11/8/2006

E6-18901

FDA

FDA-2006-0557

FDA-2006-0557-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Guidance on
Reagents for Detection of Specific Novel
Influenza A Viruses

11/9/2006

null date

11/9/2006

E6-19045

FDA

FDA-2006-0558

FDA-2006-0558-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Guidance for Industry on How to Use E-Mail to
Submit a Notice of Final Disposition of Animals
Not Intended for Immediate Slaughter

11/9/2006

null date

11/9/2006

E6-19044
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DOCUMENT ID

DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE

RIN

FR NUMBER

Food and Dru

Administration (FDA)

FDA

FDA-2006-0559

FDA-2006-0559-0001

Distribution of Blood Derivatives by Registered
Blood Establishments That Qualify as Health
Care Entities; Prescription Drug Marketing Act of
1987; Prescription Drug Amendments of 1992;
Delay of Applicability Date

11/13/2006

null date

11/13/2006

0905-AC81

E6-18892

FDA

FDA-2006-0560

FDA-2006-0560-0001

New Animal Drugs for Use in Animal Feeds;
Monensin

11/14/2006

null date

11/14/2006

E6-19203

FDA

FDA-2006-0561

FDA-2006-0561-0001

Draft Guidance for Industry: Protocols for the
Conduct of Method Transfer Studies for Type C
Medicated Feed Assay Methods; Availability

11/14/2006

null date

11/14/2006

E6-19204

FDA

FDA-2006-0562

FDA-2006-0562-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Medicated
Feed Mill License Application

11/14/2006

null date

11/14/2006

E6-19152

FDA

FDA-2006-0563

FDA-2006-0563-0001

Draft Voluntary National Retail Food Regulatory
Program Standards; Availability

11/14/2006

null date

11/14/2006

E6-19195

FDA

FDA-2006-0564

FDA-2006-0564-0001

Psychopharmacologic Drugs Advisory
Committee; Notice of Meeting

11/15/2006

null date

11/15/2006

E6-19248

FDA

FDA-2006-0565

FDA-2006-0565-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Food
Additive Petitions

11/15/2006

null date

11/15/2006

E6-19201

FDA

FDA-2006-0566

FDA-2006-0566-0001

Joint Meeting of the Anti-Infective Drugs Advisory
Committee and the Drug Safety and Risk
Management Advisory Committee; Notice of
Meeting

11/15/2006

null date

11/15/2006

E6-19249

FDA

FDA-2006-0567

FDA-2006-0567-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Agreement for Shipment of Devices for
Sterilization

11/15/2006

null date

11/15/2006

E6-19283

FDA

FDA-2006-0568

FDA-2006-0568-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Medical Device User Fee and
Modernization Act Small Business Qualification
Certification (Form FDA 3602)

11/15/2006

null date

11/15/2006

E6-19285

FDA

FDA-2006-0569

FDA-2006-0569-0001

Clinical Chemistry and Clinical Toxicology
Devices Panel of the Medical Devices Advisory
Committee; Notice of Meeting

11/17/2006

null date

11/17/2006

E6-19492

FDA

FDA-2006-0570

FDA-2006-0570-0001

New Animal Drugs for Use in Animal Feeds;
Lasalocid

11/21/2006

null date

11/21/2006

E6-19614
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<www.regulations.gov>
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<www.regulations.gov>

DOCUMENT ID

DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE

RIN
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Food and Dru

Administration (FDA)

FDA

FDA-2006-0571

FDA-2006-0571-0001

Electronic Submission of Regulatory Information,
and Creating an Electronic Platform for Enhanced
Information Management; Public Hearing

11/21/2006

null date

11/21/2006

06-09313

FDA

FDA-2006-0572

FDA-2006-0572-0001

Oral Dosage Form New Animal Drugs; Ivermectin
Paste

11/21/2006

null date

11/21/2006

E6-19616

FDA

FDA-2006-0573

FDA-2006-0573-0001

New Animal Drugs For Use in Animal Feeds;
Ractopamine

11/21/2006

null date

11/21/2006

E6-19615

FDA

FDA-2006-0574

FDA-2006-0574-0001

Draft Guidance for Industry on Sinusitis:
Designing Clinical Development Programs of
Nonantimicrobial Drugs for Treatment; Availability

11/22/2006

null date

11/22/2006

E6-19689

FDA

FDA-2006-0575

FDA-2006-0575-0001

Guidance for Industry and Food and Drug
Administration Staff; Saline, Silicone Gel, and
Alternative Breast Implants; Availability

11/22/2006

null date

11/22/2006

06-09325

FDA

FDA-2006-0576

FDA-2006-0576-0001

Guidance for Industry, Food and Drug
Administration Staff, Eye Care Professionals, and
Consumers; Decorative, Non-Corrective Contact
Lenses; Availability

11/24/2006

null date

11/24/2006

E6-19887

FDA

FDA-2006-0577

FDA-2006-0577-0001

Medical Devices Dispute Resolution Panel of the
Medical Devices Advisory Committee; Notice of
Meeting

1/24/2006

null date

1/24/2006

E6-19895

FDA

FDA-2006-0578

FDA-2006-0578-0001

Food Defense Workshop; Public Workshop

11/24/2006

null date

11/24/2006

E6-19886

FDA

FDA-2006-0579

FDA-2006-0579-0001

Guidance for Industry: Lead in Candy Likely to Be
Consumed Frequently by Small Children;
Recommended Maximum Level and Enforcement
Policy, Availability; and Supporting Document:
Supporting Document for Maximum
Recommended Level for Lead in Candy Likely to
Be Consumed Frequently By Small Children;
Availability

11/24/2006

null date

11/24/2006

E6-19809

FDA

FDA-2006-0580

FDA-2006-0580-0001

Guidance for Industry: Gene Therapy Clinical
Trials--Observing Subjects for Delayed Adverse
Events; Availability

11/28/2006

null date

11/28/2006

E6-20129

FDA

FDA-2006-0581

FDA-2006-0581-0001

Draft Guidance for Industry, Clinical Laboratories,
and Food and Drug Administration Staff on In
Vitro Diagnostic Multivariate Index Assays;
Availability; Extension of Comment Period

11/28/2006

null date

11/28/2006

E6-20032

FDA

FDA-2006-0582

FDA-2006-0582-0001

Improving Patient Safety by Enhancing the
Container Labeling for Parenteral Infusion Drug
Products; Public Meeting

11/28/2006

null date

11/28/2006

E6-20035
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Food and Dru

Administration (FDA)

FDA

FDA-2006-0583

FDA-2006-0583-0001

Training Program for Regulatory Project
Managers; Information Available to Industry

11/28/2006

null date

11/28/2006

E6-20041

FDA

FDA-2006-0584

FDA-2006-0584-0001

Oral Dosage Form New Animal Drugs; Neomycin

11/28/2006

null date

11/28/2006

E6-20126

FDA

FDA-2006-0585

FDA-2006-0585-0001

Transmissible Spongiform Encephalopathies
Advisory Committee; Notice of Meeting

11/29/2006

null date

11/29/2006

E6-20251

FDA

FDA-2006-0586

FDA-2006-0586-0001

New Animal Drugs; Change of Sponsors Name

11/29/2006

null date

11/29/2006

E6-20250

FDA

FDA-2006-0587

FDA-2006-0587-0001

Agency Information Collection Activities;
Announcement of Officeof Management and
Budget Approval; Experimental Study of Qualified
Health Claims: Consumer Inferences About
Monounsaturated Fatty Acids From Olive Oil,
EPA and DHA Omega-3 Fatty Acids, and Green
Tea

11/29/2006

null date

11/29/2006

E6-20200

FDA

FDA-2006-0588

FDA-2006-0588-0001

Blood Products Advisory Committee; Notice of
Meeting

11/30/2006

null date

11/30/2006

E6-20265

FDA

FDA-2006-0589

FDA-2006-0589-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Food
Labeling; Notification Procedures for Statements
on Dietary Supplements

12/1/2006

null date

12/1/2006

E6-20307

FDA

FDA-2006-0590

FDA-2006-0590-0001

Oral Dosage Form New Animal Drugs;
Sulfamethazine Soluble Powder

12/4/2006

null date

12/4/2006

E6-20404

FDA

FDA-2006-0591

FDA-2006-0591-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request; Human
Tissue Intended for Transplantation

12/4/2006

null date

12/4/2006

E6-20477

FDA

FDA-2006-0592

FDA-2006-0592-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Cosmetic
Labeling Regulations

12/4/2006

null date

12/4/2006

E6-20478

FDA

FDA-2006-0593

FDA-2006-0593-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Substances Prohibited from Use in Animal Food
or Feed; Animal Proteins Prohibited in Ruminant
Feed

12/4/2006

null date

12/4/2006

E6-20476

FDA

FDA-2006-0594

FDA-2006-0594-0001

New Animal Drugs For Use in Animal Feeds;
Florfenicol

12/4/2006

null date

12/4/2006

E6-20398

FDA

FDA-2006-0595

FDA-2006-0595-0001

Notice of Approval of Original Abbreviated New
Animal Drug Application; Pyrantel Pamoate
Suspension

12/4/2006

null date

12/4/2006

E6-20399
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AGENCY <www.regulations.gov> [<www.regulations.gov> [DOCUMENT TITLE COMMENT START |COMMENT END FR DATE RIN FR NUMBER
DOCKET ID DOCUMENT ID

Food and Drug Administration (FDA)
Joint Meeting of the Anti-Infective Drugs Advisory
Committee and the Drug Safety and Risk
Management Advisory Committee; Amendment

FDA FDA-2006-0596 FDA-2006-0596-0001 of Notice 12/5/2006 null date 12/5/2006 E6-20538
Neurological Devices Panel of the Medical

FDA FDA-2006-0597 FDA-2006-0597-0001 Devices Advisory Committee; Notice of Meeting 12/6/2006 null date 12/6/2006 E6-20552
Use of Ozone-Depleting Substances; Removal of
Essential Use Designations; Confirmation of

FDA FDA-2006-0598 FDA-2006-0598-0003 Effective Date 4/27/2007 null date 4/27/2007 E7-08043
Use of Ozone-Depleting Substances; Removal of
Essential Use Designations; Companion

FDA FDA-2006-0598 FDA-2006-0598-0001 Document to Direct Final Rule 12/7/2006 2/20/2007 12/7/2006 0910-AF93 E6-20796
Use of Ozone-Depleting Substances; Removal of

FDA FDA-2006-0598 FDA-2006-0598-0002 Essential Use Designations 12/7/2006 2/20/2007 12/7/2006 0910-AF93 E6-20797
Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Establishing
and Maintaining a List of United States Dairy
Product Manufacturers/ Processors With Interest

FDA FDA-2006-0599 FDA-2006-0599-0001 in Exporting to Chile 12/7/2006 null date 12/7/2006 E6-20704

FDA FDA-2006-0600 FDA-2006-0600-0001 Withdrawal of Federal Register Notice 12/7/2006 null date 12/7/2006 E6-20705
Color Additive Certification; Increase in Fees for

FDA FDA-2006-0601 FDA-2006-0601-0001 Certification Services 12/7/2006 2/5/2007 12/7/2006 E6-20800
Oral Dosage Form New Animal Drugs;

FDA FDA-2006-0602 FDA-2006-0602-0001 Lincomycin and Spectinomycin Powder 12/8/2006 null date 12/8/2006 E6-20929
Oral Dosage Form New Animal Drugs;

FDA FDA-2006-0603 FDA-2006-0603-0001 Oxytetracycline Powder 12/8/2006 null date 12/8/2006 E6-20928
Medical Devices Dispute Resolution Panel of the
Medical Devices Advisory Committee;

FDA FDA-2006-0604 FDA-2006-0604-0001 Amendment of Notice 12/12/2006 null date 12/12/2006 E6-21020
Over-the-Counter Human Drugs; Labeling

FDA FDA-2006-0605 FDA-2006-0605-0001 Requirements; Proposed Rule 12/12/2006 4/11/2007 12/12/2006 0910-AD47 E6-21019
New Animal Drugs For Use in Animal Feeds;

FDA FDA-2006-0606 FDA-2006-0606-0001 Tylosin 12/12/2006 null date 12/12/2006 E6-21021
Industry Exchange Workshop on Food and Drug
Administration Clinical Trial Requirements; Public

FDA FDA-2006-0607 FDA-2006-0607-0001 Workshop 12/13/2006 null date 12/13/2006 E6-21138
Supplements and Other Changes to Approved

FDA FDA-2006-0608 FDA-2006-0608-0001 New Animal Drug Applications 12/13/2006 null date 12/13/2006 0910-AF59 E6-21133
Food Labeling: Nutrition Labeling of Dietary

FDA FDA-2006-0609 FDA-2006-0609-0001 Supplements on a “"Per Day Basis 12/13/2006 null date 12/13/2006 06-09657
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DOCUMENT ID

DOCUMENT TITLE

COMMENT START
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Food and Dru

Administration (FDA)

FDA

FDA-2006-0610

FDA-2006-0610-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request;
Requirements for Submission of Labeling for
Human Prescription Drugs and Biologics in
Electronic Format

12/13/2006

null date

12/13/2006

E6-21132

FDA

FDA-2006-0611

FDA-2006-0611-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Postmarket
Surveillance

12/13/2006

null date

12/13/2006

E6-21167

FDA

FDA-2006-0612

FDA-2006-0612-0001

Expanded Access to Investigational Drugs for
Treatment Use

1/16/2007

null date

12/14/2006

0910-AF14

06-09684

FDA

FDA-2006-0613

FDA-2006-0613-0001

Charging for Investigational Drugs

12/14/2006

3/14/2007

12/14/2006

0910-AF13

06-09685

FDA

FDA-2006-0614

FDA-2006-0614-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Proposed
Experimental Study of Trans Fat Claims on Foods

12/15/2006

null date

12/15/2006

E6-21317

FDA

FDA-2006-0615

FDA-2006-0615-0001

Drug Products Containing Quinine; Enforcement
Action Dates

12/15/2007

null date

12/15/2007

06-09713

FDA

FDA-2006-0616

FDA-2006-0616-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Registration
of Food Facilities Under the Public Health
Security and Bioterrorism Preparedness and
Response Act of 2002

12/15/2006

null date

12/15/2006

E6-21375

FDA

FDA-2006-0617

FDA-2006-0617-0001

International Drug Scheduling; Convention on
Psychotropic Substances; Single Convention on
Narcotic Drugs; World Health Organization
Scheduling Recommendations for Dronabinol and
its Stereoisomers, and Oripavine

12/15/2006

null date

12/15/2006

E6-21318

FDA

FDA-2006-0618

FDA-2006-0618-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request;
Manufactured Food Regulatory Program
Standards

12/18/2006

null date

12/18/2006

E6-21472

FDA

FDA-2006-0619

FDA-2006-0619-0002

Agency information collection activities;
proposals, submissions, and approvals;
correction

1/18/2007

null date

1/18/2007

Z76-21486
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DOCUMENT ID

DOCUMENT TITLE

COMMENT START

COMMENT END
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FR NUMBER

Food and Dru

Administration (FDA)

FDA

FDA-2006-0619

FDA-2006-0619-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Experimental
Study of Possible Footnotes and Cueing
Schemes to Help Consumers Interpret
Quantitative Trans Fat Disclosure on the Nutrition
Facts Panel

12/18/2006

null date

12/18/2006

E6-21486

FDA

FDA-2006-0620

FDA-2006-0620-0001

Medical Devices; Patient Examination and
Surgeons Gloves; Test Procedures and
Acceptance Criteria

12/19/2006

null date

12/19/2006

E6-21591

FDA

FDA-2006-0620

FDA-2006-0620-0002

Medical Devices; Patient Examination and
Surgeons Gloves; Test Procedures and
Acceptance Criteria; Correction

1/19/2007

null date

1/19/2007

E7-00682

FDA

FDA-2006-0621

FDA-2006-0621-0001

Marketed Unapproved Drugs; Public Workshop;
Change of Meeting Location and Time

12/20/2006

null date

12/20/2006

E6-21738

FDA

FDA-2006-0622

FDA-2006-0622-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Product
Jurisdiction: Assignment of Agency Component
for Review of Premarket Applications

12/20/2006

null date

12/20/2006

E6-21636

FDA

FDA-2006-0623

FDA-2006-0623-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Prior Notice
of Imported Food Under the Public Health
Security and Bioterrorism Preparedness and
Response Act of 2002

12/20/2006

null date

12/20/2006

E6-21737

FDA

FDA-2006-0624

FDA-2006-0624-0001

Uniform Compliance Date for Food Labeling
Regulations

12/21/2006

3/6/2007

E6-21902

FDA

FDA-2006-0625

FDA-2006-0625-0001

Guidance for Industry and Food and Drug
Administration Staff; Procedures for Handling
Post-Approval Studies Imposed by Premarket
Approval Application Order; Availability

12/21/2006

null date

12/21/2006

E6-21901

FDA

FDA-2006-0626

FDA-2006-0626-0001

Implantation or Injectable Dosage Form New
Animal Drugs; Gentamicin

12/22/2006

null date

12/22/2006

E6-21951

FDA

FDA-2006-0627

FDA-2006-0627-0001

Advisory Committee for Reproductive Health
Drugs; Notice of Meeting

12/22/2006

null date

12/22/2006

E6-21949
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Food and Drug Administration (FDA)
Guidance for Clinical Investigators, Institutional
Review Boards, and Sponsors; Process for
Handling Referrals to Food and Drug
Administration Under 21 CFR 50.54: Additional

FDA FDA-2006-0628 FDA-2006-0628-0001 Safeguards for Children in Clinical Investigations 12/22/2006 null date 12/22/2006 E6-21950
Medical Device Regulations; Disqualification of a

FDA FDA-2006-0629 FDA-2006-0629-0001 Clinical Investigator; Technical Amendment 12/22/2006 null date 12/22/2006 E6-21952
Neurological Devices Panel of the Medical
Devices Advisory Committee; Amendment of

FDA FDA-2006-0630 FDA-2006-0630-0001 Notice 12/26/2006 null date 12/26/2006 E6-21995
Medical Devices; Exemptions from Premarket

FDA FDA-2006-0631 FDA-2006-0631-0001 Notification; Class Il Devices 12/26/2006 null date 12/26/2006 E6-22072
Internal Analgesic, Antipyretic, and Antirheumatic
Drug Products for Over-the-Counter Human Use;
Proposed Amendment of the Tentative Final
Monograph; Required Warnings and Other

FDA FDA-2006-0632 FDA-2006-0632-0001 Labeling 12/26/2006 5/25/2007 12/26/2006 0910-AF36 E6-21855
Advisory Committees; Tentative Schedule of

FDA FDA-2006-0633 FDA-2006-0633-0001 Meetings for 2007 12/29/2006 null date 12/29/2006 E6-22389
Draft Animal Cloning Risk Assessment; Proposed
Risk Management Plan; Draft Guidance for

FDA FDA-2007-0001 FDA-2007-0001-0001 Industry; Availability 1/3/2007 null date 1/3/2007 06-09927
Draft Guidance for Industry and Food and Drug
Administration Staff; Radio-Frequency Wireless

FDA FDA-2007-0002 FDA-2007-0002-0001 Technology in Medical Devices; Availability 1/3/2007 null date 1/3/2007 E6-22449

FDA FDA-2007-0003 FDA-2007-0003-0001 Advisory Committees; Filing of Annual Reports 1/3/2007 null date 1/3/2007 E6-22450
Animal drugs, feeds, and related products:

FDA FDA-2007-0004 FDA-2007-0004-0001 Dexmedetomidine 1/4/2007 null date 1/4/2007 E6-22508
Animal drugs, feeds, and related products:

FDA FDA-2007-0005 FDA-2007-0005-0001 Atipamezole 1/4/2007 null date 1/4/2007 E6-22515
Animal drugs, feeds, and related products:

FDA FDA-2007-0006 FDA-2007-0006-0001 Dirlotapide solution 1/4/2007 null date 1/4/2007 E6-22542
Animal drugs, feeds, and related products:

FDA FDA-2007-0007 FDA-2007-0007-0001 Chlorhexidine 1/4/2007 null date 1/4/2007 E6-22514
Reports and guidance documents; availability,

FDA FDA-2007-0008 FDA-2007-0008-0001 etc.: Best Pharmaceuticals for Children Act-- 1/4/2007 null date 1/4/2007 E6-22517
Animal drugs, feeds, and related products:

FDA FDA-2007-0009 FDA-2007-0009-0001 Florfenicol 1/4/2007 null date 1/4/2007 E6-22516
Animal drugs, feeds, and related products:

FDA FDA-2007-0010 FDA-2007-0010-0001 Doxapram 1/4/2007 null date 1/4/2007 E6-22510
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DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE

RIN
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Food and Dru

Administration (FDA)

FDA

FDA-2007-0011

FDA-2007-0011-0001

Animal drugs, feeds, and related products:
Clomipramine tablets

1/4/2007

null date

1/4/2007

E6-22509

FDA

FDA-2007-0012

FDA-2007-0012-0001

Supplements and Other Changes to an Approved
Application; Public Meeting

1/5/2007

null date

1/5/2007

E6-22588

FDA

FDA-2007-0013

FDA-2007-0013-0001

Food Labeling: Nutrient Content Claims, General
Principles; Health Claims, General Requirements
and Other Specific Requirements for Individual
Health Claims; Withdrawal in Part

1/5/2007

null date

1/5/2007

E6-21996

FDA

FDA-2007-0014

FDA-2007-0014-0001

Food Labeling: Health Claims; Calcium and
Osteoporosis, and Calcium, Vitamin D, and
Osteoporosis

1/5/2007

3/21/2007

1/5/2007

E6-22573

FDA

FDA-2007-0015

FDA-2007-0015-0001

New Animal Drugs For Use in Animal Feeds;
Monensin

1/8/2007

null date

1/8/2007

E7-0004

FDA

FDA-2007-0016

FDA-2007-0016-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Threshold of Regulation for Substances Used in
Food- Contact Articles

1/8/2007

null date

1/8/2007

E7-00006

FDA

FDA-2007-0017

FDA-2007-0017-0001

International Conference on Harmonisation; Draft
Guidance on E15 Terminology in
Pharmacogenomics; Availability

1/8/2007

null date

1/8/2007

E7-00005

FDA

FDA-2007-0018

FDA-2007-0018-0001

Meetings: Medical Devices 101: An Educational
Forum; public workshop

1/9/2007

null date

1/9/2007

E7-00092

FDA

FDA-2007-0019

FDA-2007-0019-0001

Meetings: In vitro diagnostic multivariate index
assays

1/9/2007

null date

1/9/2007

E7-00093

FDA

FDA-2007-0020

FDA-2007-0020-0001

Vaccines and Related Biological Products
Advisory Committee; Notice of Meeting

9/1/2007

null date

9/1/2007

07-00028

FDA

FDA-2007-0021

FDA-2007-0021-0001

Medical Devices; Immunology and Microbiology
Devices; Classification of Quality Control Material
for Cystic Fibrosis Nucleic Acid Assays

1/10/2007

null date

1/10/2007

E7-00119

FDA

FDA-2007-0022

FDA-2007-0022-0001

New Animal Drugs; Change of Sponsor

1/10/2007

null date

1/10/2007

E7-00118

FDA

FDA-2007-0023

FDA-2007-0023-0001

Guidance for Industry and Food and Drug
Administration Staff; Class Il Special Controls
Guidance Document: Quality Control Material for
Cystic Fibrosis Nucleic Acid Assays; Availability

1/10/2007

null date

1/10/2007

E7-00120

FDA

FDA-2007-0024

FDA-2007-0024-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request; Infant
Formula Requirements

1/12/2007

null date

1/12/2007

E7-00331
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DOCUMENT TITLE
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COMMENT END

FR DATE
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FR NUMBER

Food and Dru

Administration (FDA)

FDA

FDA-2007-0025

FDA-2007-0025-0002

Use of Materials Derived From Cattle in Medical
Products Intended for Use in Humans and Drugs
Intended for Use in Ruminants; Reopening of the
Comment Period

3/30/2007

5/14/2007

3/30/2007

0910-AF54

E7-05894

FDA

FDA-2007-0025

FDA-2007-0025-0001

Use of Materials Derived from Cattle in Medical
Products Intended for Use in Humans and Drugs
Intended for Use in Ruminants

1/12/2007

5/14/2007

1/12/2007

0910-AF54

E6-22329

FDA

FDA-2007-0026

FDA-2007-0026-0001

Prescription Drug User Fee Act; Public Meeting

1/16/2007

null date

1/16/2007

07-00122

FDA

FDA-2007-0027

FDA-2007-0027-0001

Draft Guidance for Industry: Minimally
Manipulated, Unrelated, Allogeneic
Placental/Umbilical Cord Blood Intended for
Hematopoietic Reconstitution in Patients with
Hematological Malignancies; Availability

1/17/2007

null date

1/17/2007

E7-00549

FDA

FDA-2007-0028

FDA-2007-0028-0001

Orthopedic Devices; Reclassification of Non-
Invasive Bone Growth Stimulator

1/17/2007

4/17/2020

1/17/2007

E7-00476

FDA

FDA-2007-0029

FDA-2007-0029-0001

Sentinel Network To Promote Medical Product
Safety; Public Meeting

1/1/8/2007

null date

1/18/2007

07-00141

FDA

FDA-2007-0030

FDA-2007-0030-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Submission of Petitions: Food Additive, Color
Additive (Including Labeling), and Generally
Recognized as Safe Affirmation; Electronic
Submission Using Food and Drug Administration
Forms 3503 and 3504

1/19/2007

null date

1/19/2007

E7-00681

FDA

FDA-2007-0031

FDA-2007-0031-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Guidance for Industry and Food
and Drug Administration Staff on Class Il Special
Controls Guidance Document: Automated Blood
Cell Separator Device Operating by Centrifugal or
Filtration Separation Principle

1/22/2007

null date

1/22/2007

E7-00804

FDA

FDA-2007-0032

FDA-2007-0032-0001

Orthopaedic and Rehabilitation Devices Panel of
the Medical Devices Advisory Committee; Notice
of Meeting

1/23/2007

null date

1/23/2007

E7-00946

FDA

FDA-2007-0033

FDA-2007-0033-0001

Hydrogen Peroxide Solution for Control of Various
Fungal and Bacterial Diseases in Fish; Availability
of Data

1/23/2007

null date

1/23/2007

E7-00947

FDA

FDA-2007-0034

FDA-2007-0034-0001

Food Labeling; Gluten-Free Labeling of Foods

1/23/2007

4/23/2007

1/23/2007

0910-ZA26

E7-00843

76 of 132




On January 15, 2008, the Food and Drug Administration (FDA) was implemented on Regulations.gov. The following documents are not accepting comments on FDA Data Migration Report and have been temporariliy
removed from Regulations.gov as part of FDA's data migration activities. You can continue to access these Federal Register documents at GPO Access page.

Attention: The temporarily deleted FDA documents will continue to appear in the search results on Regulations.gov until Monday, January 21, 2008. Selecting a document link for such and FDA document will result in an
error page. The Regulations.gov search index will be updated the weekend of January 19, 2008 to resolve this issue. Once this update is complete, Regulations.gov search results will no longer display the deleted FDA
documents. Please contact the FDMS Help Desk if you have any Please contact the FDMS Help Desk if you have any questions about FDA's data migration.

Food and Dru

Administration (FDA) -- 1547 Documents

AGENCY

<www.regulations.gov>

DOCKET ID

<www.regulations.gov>

DOCUMENT ID

DOCUMENT TITLE
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Food and Dru

Administration (FDA)

FDA

FDA-2007-0035

FDA-2007-0035-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Bar Code
Label Requirement for Human Drug and
Biological Products

1/23/2007

null date

1/23/2007

E7-00916

FDA

FDA-2007-0036

FDA-2007-0036-0001

Guidance for Industry: Certain Human Cells,
Tissues, and Cellular and Tissue-Based Products
Recovered From Donors Who Were Tested for
Communicable Diseases Using Pooled
Specimens or Diagnostic Tests; Availability

1/24/2007

null date

1/24/2007

E7-00978

FDA

FDA-2007-0037

FDA-2007-0037-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Adoption of the Food and Drug Administration
Food Code by Local, State, and Tribal
Governments

1/26/2007

null date

1/26/2007

E7-01231

FDA

FDA-2007-0038

FDA-2007-0038-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request; Human
Cells, Tissues, and Cellular and Tissue-Based
Products: Establishment Registration and Listing;
Form Food and Drug Administration 3356;
Eligibility Determination for Donors; and Current
Good Tissue Practice

1/26/2007

null date

1/26/2007

E7-01196

FDA

FDA-2007-0039

FDA-2007-0039-0001

Medical Devices; Availability of Safety and
Effectiveness Summaries for Premarket Approval
Applications

1/26/2007

null date

1/26/2007

E7-01199

FDA

FDA-2007-0040

FDA-2007-0040-0001

Indevus Pharmaceuticals, Inc.; Withdrawal of
Approval of a New Drug Application

1/30/2007

null date

1/30/2007

E7-01414

FDA

FDA-2007-0041

FDA-2007-0041-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Biological
Products: Reporting of Biological Product
Deviations in Manufacturing; Forms FDA 3486
and 3486A

1/30/2007

null date

1/30/2007

E7-01415

FDA

FDA-2007-0042

FDA-2007-0042-0001

James T. Kimball; Denial of Hearing; Final
Debarment Order

1/30/2007

null date

1/30/2007

E7-01416

FDA

FDA-2007-0043

FDA-2007-0043-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Interstate Shellfish Dealers
Certificate

1/31/2007

null date

1/31/2007

E7-01549

77 of 132




On January 15, 2008, the Food and Drug Administration (FDA) was implemented on Regulations.gov. The following documents are not accepting comments on FDA Data Migration Report and have been temporariliy
removed from Regulations.gov as part of FDA's data migration activities. You can continue to access these Federal Register documents at GPO Access page.

Attention: The temporarily deleted FDA documents will continue to appear in the search results on Regulations.gov until Monday, January 21, 2008. Selecting a document link for such and FDA document will result in an
error page. The Regulations.gov search index will be updated the weekend of January 19, 2008 to resolve this issue. Once this update is complete, Regulations.gov search results will no longer display the deleted FDA
documents. Please contact the FDMS Help Desk if you have any Please contact the FDMS Help Desk if you have any questions about FDA's data migration.

Food and Dru

Administration (FDA) -- 1547 Documents

AGENCY

<www.regulations.gov>
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DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE

RIN

FR NUMBER

Food and Dru

Administration (FDA)

FDA

FDA-2007-0044

FDA-2007-0044-0001

Memorandum of Understanding Between the
United States Food and Drug Administration and
the Veterans Health Administration

1/31/2007

null date

1/31/2007

07-00421

FDA

FDA-2007-0045

FDA-2007-0045-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Infectious Disease in
Xenotransplantation

2/1/2007

null date

2/1/2007

E7-01550

FDA

FDA-2007-0046

FDA-2007-0046-0001

Guidance for Industry; Class Il Special Controls
Guidance Document: Cord Blood Processing
System and Storage Container; Availability

2/1/2007

null date

2/1/2007

E7-01568

FDA

FDA-2007-0047

FDA-2007-0047-0001

University of Arkansas/Food and Drug
Administration Food Labeling Workshop; Public
Workshop

2/1/2007

null date

2/1/2007

E7-01570

FDA

FDA-2007-0048

FDA-2007-0048-0001

Medical Devices; Hematology and Pathology
Devices; Classification of Cord Blood Processing
System and Storage Container

2/1/2007

null date

2/1/2007

E7-01566

FDA

FDA-2007-0049

FDA-2007-0049-0001

Regulatory Site Visit Training Program

2/1/2007

null date

2/1/2007

E7-01576

FDA

FDA-2007-0050

FDA-2007-0050-0001

Determination That SUSTIVA (Efavirenz) 300-
Milligram Tablets Were Not Withdrawn From Sale
for Reasons of Safety or Effectiveness

2/2/2007

null date

2/2/2007

E7-01748

FDA

FDA-2007-0051

FDA-2007-0051-0001

New Animal Drugs for Use in Animal Feeds;
Lasalocid

2/2/2007

null date

2/2/2007

E7-01684

FDA

FDA-2007-0052

FDA-2007-0052-0001

Memorandum of Understanding Between the
Food and Drug Administration, Duke University
and Duke University Health System, Inc.

2/2/2007

null date

2/2/2007

07-00454

FDA

FDA-2007-0053

FDA-2007-0053-0001

Agency Emergency Processing Under Office of
Management and Budget Review; Toll-Free
Number for Reporting Adverse Events on
Labeling for Human Drug Products; Labeling
Comprehension Study

2/2/2007

null date

2/2/2007

E7-01674

FDA

FDA-2007-0054

FDA-2007-0054-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; General
Licensing Provisions: Biologics License
Application, Changes to an Approved Application,
Labeling, Revocation and Suspension,
Postmarketing Studies Status Reports, and
Forms FDA 456h and 2567

2/2/2007

null date

2/2/2007

E7-01741

FDA

FDA-2007-0055

FDA-2007-0055-0001

Report on the Performance of Drug and Biologics
Firms in Conducting Postmarketing Commitment
Studies; Availability

2/2/2007

null date

2/2/2007

E7-01749
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Food and Drug Administration (FDA)

FDA FDA-2007-0056 FDA-2007-0056-0001 Food Defense Workshop; Public Workshop 2/6/2007 null date 2/6/2007 E7-01865
Global Harmonization Task Force, Study Groups
1, 2, and 4; New Proposed and Final Documents;

FDA FDA-2007-0057 FDA-2007-0057-0001 Availability 2/6/2007 null date 2/6/2007 E7-01864

FDA FDA-2007-0058 FDA-2007-0058-0001 New Animal Drugs; Hydrogen Peroxide 2/6/2007 null date 2/6/2007 E7-01848
Food Labeling: Health Claims; Soluble Fiber From
Certain Foods and Risk of Coronary Heart

FDA FDA-2007-0059 FDA-2007-0059-0001 Disease 2/6/2007 4/23/2007 2/6/2007 0910-AF94 E7-01849
Vaccines and Related Biological Products

FDA FDA-2007-0060 FDA-2007-0060-0001 Advisory Committee; Notice of Meeting 7/1/2007 null date 7/1/2007 E7-01899
Anesthetic and Life Support Drugs Advisory

FDA FDA-2007-0061 FDA-2007-0061-0001 Committee; Notice of Meeting 2/7/2007 null date 2/7/2007 E7-01991
Antiviral Drugs Advisory Committee; Notice of

FDA FDA-2007-0062 FDA-2007-0062-0001 Meeting 2/7/2007 null date 2/7/2007 E7-01900
Guidance for Industry on User Fee Waivers for
Fixed Dose Combination and Co-Packaged
Human Immunodeficiency Virus Drugs for the
Presidents Emergency Plan for Acquired

FDA FDA-2007-0063 FDA-2007-0063-0001 Immunodeficiency Syndrome Relief; Availability 2/8/2007 null date 2/8/2007 E7-02124
Circulatory System Devices Panel of the Medical

FDA FDA-2007-0064 FDA-2007-0064-0001 Devices Advisory Committee; Notice of Meeting 8/1/2007 null date 2/8/2007 E7-02122
Ophthalmic and Topical Dosage Form New
Animal Drugs; Gentamicin and Betamethasone

FDA FDA-2007-0065 FDA-2007-0065-0001 Spray 2/8/2007 null date 2/8/2007 E7-02121
Ophthalmic and Topical Dosage Form New

FDA FDA-2007-0066 FDA-2007-0066-0001 Animal Drugs; Ivermectin Topical Solution 2/12/2007 null date 2/12/2007 E7-02368

FDA FDA-2007-0067 FDA-2007-0067-0001 Oral Dosage Form New Animal Drugs; Fluoxetine 2/12/2007 null date 2/12/2007 E7-02172
Voluntary Self Inspection of Medicated Feed
Manufacturing Facilities; Draft Compliance Policy

FDA FDA-2007-0068 FDA-2007-0068-0001 Guide; Availability 2/12/2007 null date 2/12/2007 E7-02232
Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Food Labeling; Notification
Procedures for Statements on Dietary

FDA FDA-2007-0069 FDA-2007-0069-0001 Supplements 2/14/2007 null date 2/14/2007 E7-02480
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Food and Dru

Administration (FDA)

FDA

FDA-2007-0070

FDA-2007-0070-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Administrative Procedures for the Clinical
Laboratory Improvement Amendments of 1998
Categorization

2/14/2007

null date

2/14/2007

E7-02468

FDA

FDA-2007-0071

FDA-2007-0071-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Agreement
for Shipment of Devices for Sterilization

2/14/2007

null date

2/14/2007

E7-02467

FDA

FDA-2007-0072

FDA-2007-0072-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Guidance for
Industry on How to Use E-mail to Submit
Information to the Center for Veterinary Medicine

2/14/2007

null date

2/14/2007

E7-02470

FDA

FDA-2007-0073

FDA-2007-0073-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; How to Use
E-mail to Submit a Notice of Final Disposition of
Animals Not Intended for Immediate Slaughter

2/14/2007

null date

2/14/2007

E7-02485

FDA

FDA-2007-0074

FDA-2007-0074-0001

Agency Information Collection Activities:
Submission for Office of Management and
Budget Review; Comment Request; Export of
Medical Devices-Foreign Letters of Approval

2/14/2007

null date

2/14/2007

E7-02489

FDA

FDA-2007-0075

FDA-2007-0075-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; User Fee Cover Sheet; Form
FDA 3397

2/14/2007

null date

2/14/2007

E7-02469

FDA

FDA-2007-0076

FDA-2007-0076-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Substantial
Evidence of Effectiveness of New Animal Drugs

2/14/2007

null date

2/14/2007

E7-02497
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DOCUMENT TITLE

COMMENT START

COMMENT END
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Food and Dru

Administration (FDA)

FDA

FDA-2007-0077

FDA-2007-0077-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; General
Licensing Provisions: Biologics License
Application, Changes to an Approved Application,
Labeling, Revocation and Suspension,
Postmarketing Studies Status Reports, and
Forms FDA 356h and 2567; Correction

2/15/2007

null date

2/15/2007

E7-02576

FDA

FDA-2007-0078

FDA-2007-0078-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Guidance for
Industry on How to Use E-Mail to Submit a
Request for a Meeting or Teleconference to the
Office Of New Animal Drug Evaluation

2/15/2007

null date

2/15/2007

E7-02579

FDA

FDA-2007-0079

FDA-2007-0079-0001

Sentinel Network To Promote Medical Product
Safety; Public Meeting

null date

2/15/2007

07-00710

FDA

FDA-2007-0080

FDA-2007-0080-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request;
Mammography Quality Standards Act
Requirements

2/15/2007

null date

2/15/2007

E7-02578

FDA

FDA-2007-0081

FDA-2007-0081-0001

Draft Guidance for Industry on Developing
Products for Weight Management; Availability

2/15/2007

null date

2/15/2007

E7-02581

FDA

FDA-2007-0082

FDA-2007-0082-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Guidance for
Industry on How To Use E-Mail To Submit a
Study Protocol

2/15/2007

null date

2/15/2007

E7-02577

FDA

FDA-2007-0083

FDA-2007-0083-0001

Implantation or Injectable Dosage Form New
Animal Drugs; Trenbolone Acetate and Estradiol

null date

E7-02580

FDA

FDA-2007-0084

FDA-2007-0084-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Medical
Devices; Exception From General Requirements
for Informed Consent

2/16/2007

null date

2/16/2007

E7-02794

FDA

FDA-2007-0085

FDA-2007-0085-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; TYGACIL

2/16/2007

null date

2/16/2007

E7-02805

FDA

FDA-2007-0086

FDA-2007-0086-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request; Label
Comprehension Study

2/16/2007

null date

2/16/2007

E7-02716
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DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE

RIN

FR NUMBER

Food and Dru

Administration (FDA)

FDA

FDA-2007-0087

FDA-2007-0087-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Guidance for
Industry on How to Use E-Mail to Submit a Notice
of Intent to Slaughter for Human Food Purposes

2/16/2007

null date

2/16/2007

E7-02710

FDA

FDA-2007-0088

FDA-2007-0088-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Establishing and Maintaining a
List of United States Dairy Product
Manufacturers/Processors With Interest in
Exporting to Chile

2/16/2007

null date

2/16/2007

E7-02708

FDA

FDA-2007-0089

FDA-2007-0089-0001

Control of Communicable Diseases; Restrictions
on African Rodents, Prairie Dogs, and Certain
Other Animals

2/21/2007

3/23/2007

2/21/2007

0910-ZA21

E7-02857

FDA

FDA-2007-0090

FDA-2007-0090-0001

Insect Repellent-Sunscreen Drug Products for
Over-the-Counter Human Use; Request for
Information and Comments

2/22/2007

null date

2/22/2007

0910-AF43

E7-02890

FDA

FDA-2007-0091

FDA-2007-0091-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; LEVEMIR

2/22/2007

null date

2/22/2007

E7-03001

FDA

FDA-2007-0092

FDA-2007-0092-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; BARACLUDE

2/23/2007

null date

2/23/2007

07-03042

FDA

FDA-2007-0093

FDA-2007-0093-0001

Withdrawal of Approval of 128 Suitability Petitions

2/23/2007

null date

2/23/2007

07-03043

FDA

FDA-2007-0094

FDA-2007-0094-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; AMITIZA

2/23/2007

null date

2/23/2007

E7-03128

FDA

FDA-2007-0095

FDA-2007-0095-0001

Substances Approved for Use in the Preparation
of Meat and Poultry Products; Announcement of
Effective Date

2/23/2007

null date

2/23/2007

07-00801

FDA

FDA-2007-0096

FDA-2007-0096-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; EXJADE

3/1/2007

null date

2/23/2007

E7-03041

FDA

FDA-2007-0097

FDA-2007-0097-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; S8 OVER-THE-
WIRE SYSTEM

3/1/2007

null date

3/1/2007

07-03127

FDA

FDA-2007-0098

FDA-2007-0098-0001

Agency Information Collection Activities;
Submission for Office of Management and

Budget Review; Comment Request; Reporting
and Recordkeeping Requirements and Availability|
of Sample Electronic Products for Manufacturers
and Distributors of Electronic Products

2/27/2007

null date

2/27/2007

E7-03258
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DOCUMENT ID

DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE

RIN
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Food and Dru

Administration (FDA)

FDA

FDA-2007-0099

FDA-2007-0099-0001

Draft Guidance for Industry and Food and Drug
Administration Staff; Class Il Special Controls
Guidance Document; Oxygen Pressure
Regulators and Oxygen Conserving Devices;
Availability

2/27/2007

null date

2/27/2007

E7-03254

FDA

FDA-2007-0100

FDA-2007-0100-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request; Food
Labeling Regulations

2/27/2007

null date

2/27/2007

07-03257

FDA

FDA-2007-0101

FDA-2007-0101-0001

Draft Guidance for Industry on Complementary
and Alternative Medicine Products and Their
Regulation by the Food and Drug Administration;
Availability

2/27/2007

null date

2/27/2007

E7-03259

FDA

FDA-2007-0102

FDA-2007-0102-0001

Medical Devices; Anesthesiology Devices;
Oxygen Pressure Regulators and Oxygen
Conserving Devices

2/27/2007

5/29/2007

2/27/2007

E7-03253

FDA

FDA-2007-0103

FDA-2007-0103-0001

Safety of Fresh Produce; Public Hearings;
Request for Comments

2/27/2007

null date

2/27/2007

07-00891

FDA

FDA-2007-0104

FDA-2007-0104-0001

Draft Guidance for Industry on Advisory
Committee Meetings: Preparation and Public
Availability of Information Given to Advisory
Committee Members; Availability

2/28/2007

null date

2/28/2007

07-00887

FDA

FDA-2007-0105

FDA-2007-0105-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Premarket
Notification

2/28/2007

null date

2/28/2007

E7-03444

FDA

FDA-2007-0106

FDA-2007-0106-0001

Guidance for Industry: Eligibility Determination for
Donors of Human Cells, Tissues, and Cellular and
Tissue-Based Products; Availability

2/28/2007

null date

2/28/2007

E7-03445

FDA

FDA-2007-0107

FDA-2007-0107-0001

The Essentials of Food and Drug Administration
Medical Device Regulations: A Primer for
Manufacturers and Suppliers; Public Seminar

3/1/2007

null date

3/1/2007

E7-03619

FDA

FDA-2007-0108

FDA-2007-0108-0001

Implantation or Injectable Dosage Form New
Animal Drugs; Trenbolone and Estradiol

3/1/2007

null date

3/1/2007

E7-03620

FDA

FDA-2007-0109

FDA-2007-0109-0001

New Animal Drugs For Use in Animal Feeds;
Monensin

3/1/2007

null date

3/1/2007

07-03621

FDA

FDA-2007-0110

FDA-2007-0110-0001

New Animal Drugs; Maropitant

3/1/2007

null date

3/1/2007

E7-03402

FDA

FDA-2007-0111

FDA-2007-0111-0001

New Animal Drugs For Use in Animal Feeds;
Zilpaterol

3/1/2007

null date

3/1/2007

E7-03615
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FR DATE

RIN
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Food and Dru

Administration (FDA)

FDA

FDA-2007-0112

FDA-2007-0112-0001

Determination That LAMICTAL (Lamotrigine)
Tablets, 50 Milligrams and 250 Milligrams, Were
Not Withdrawn From Sale for Reasons of Safety
or Effectiveness

3/5/2007

null date

3/5/2007

E7-03713

FDA

FDA-2007-0113

FDA-2007-0113-0001

Joint Meeting of the Anti-Infective Drugs Advisory
Committee and the Pediatric Advisory
Committee; Notice of Meeting

3/5/2007

null date

3/5/2007

E7-03720

FDA

FDA-2007-0114

FDA-2007-0114-0001

Advisory Committee: Change of Name and
Function

3/5/2007

null date

3/5/2007

E7-03716

FDA

FDA-2007-0115

FDA-2007-0115-0001

Cellular, Tissue, and Gene Therapies Advisory
Committee; Notice of Meeting

3/5/2007

null date

3/5/2007

E7-03712

FDA

FDA-2007-0116

FDA-2007-0116-0001

Arthritis Advisory Committee; Notice of Meeting

3/5/2007

null date

3/5/2007

E7-03722

FDA

FDA-2007-0117

FDA-2007-0117-0001

Manufacturing Subcommittee of the Advisory
Committee for Pharmaceutical Science and
Clinical Pharmacology (Formerly Advisory
Committee for Pharmaceutical Science); Notice
of Meeting

3/5/2007

null date

3/5/2007

E7-03717

FDA

FDA-2007-0118

FDA-2007-0118-0001

Cardiovascular and Renal Drugs Advisory
Committee; Notice of Meeting

3/5/2007

null date

3/5/2007

E7-03721

FDA

FDA-2007-0119

FDA-2007-0119-0001

Guidance for Industry on Orally Inhaled and
Intranasal Corticosteroids: Evaluation of the
Effects on Growth in Children; Availability

3/6/2007

null date

3/6/2007

E7-03807

FDA

FDA-2007-0120

FDA-2007-0120-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Procedures
for the Safe and Sanitary Processing and
Importing of Fish and Fishery Products

3/7/2007

null date

3/7/2007

E7-03915

FDA

FDA-2007-0121

FDA-2007-0121-0001

Guidance on Drug Safety Information--Food and
Drug Administrations Communication to the
Public; Availability

3/7/2007

null date

3/7/2007

07-01048

FDA

FDA-2007-0122

FDA-2007-0122-0001

Food and Color Additives and Generally
Recognized As Safe Substances; Technical
Amendments

null date

3/8/2007

E7-04104

FDA

FDA-2007-0123

FDA-2007-0123-0001

New Animal Drugs for Use in Animal Feeds;
Melengestrol, Ractopamine, and Monensin

null date

3/8/2007

E7-04100

FDA

FDA-2007-0124

FDA-2007-0124-0001

Ophthalmic and Topical Dosage Form New
Animal Drugs; Imidacloprid and Moxidectin

null date

3/9/2007

E7-04226

FDA

FDA-2007-0125

FDA-2007-0125-0001

Oral Dosage Form New Animal Drugs;
Oxfendazole Suspension

null date

3/9/2007

E7-04205
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Food and Dru

Administration (FDA)

FDA

FDA-2007-0126

FDA-2007-0126-0001

Guidance for Industry: Animal Drug User Fees;
Fees Exceed Costs Waiver/Reduction;
Availability

null date

3/9/2007

E7-04322

FDA

FDA-2007-0127

FDA-2007-0127-0001

Oral Dosage Form New Animal Drugs;
Fenbendazole Paste

null date

3/9/2007

E7-04204

FDA

FDA-2007-0128

FDA-2007-0128-0001

Implantation or Injectable Dosage Form New
Animal Drugs; Enrofloxacin

null date

3/9/2007

E7-04206

FDA

FDA-2007-0129

FDA-2007-0129-0001

Immune Globulins for Primary Immune Deficiency
Diseases: Antibody Specificity, Potency and
Testing; Public Workshop

3/12/2007

null date

3/12/2007

E7-04313

FDA

FDA-2007-0130

FDA-2007-0130-0001

Draft Final Guidance for Industry: Guide to
Minimize Food Safety Hazards for Fresh-Cut
Fruits and Vegetables; Availability; Agency
Information Collection Activities; Submission for
Office of Management and Budget Review;
Comment Request

3/13/2007

null date

3/13/2007

E7-04446

FDA

FDA-2007-0130

FDA-2007-0130-0002

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Guide to Minimize Food Safety
Hazards for Fresh-Cut Fruits and Vegetables

10/19/2007

null date

10/19/2007

E7-20632

FDA

FDA-2007-0131

FDA-2007-0131-0001

Electronic Case Report Form Submission; Notice
of Pilot Project

null date

3/1/2007

E7-04451

FDA

FDA-2007-0132

FDA-2007-0132-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request; Control
of Communicable Diseases; Restrictions on
African Rodents, Prairie Dogs, and Certain Other
Animals

3/13/2007

null date

3/13/2007

E7-04450

FDA

FDA-2007-0133

FDA-2007-0133-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Recordkeeping Requirements
for Human Food and Cosmetics Manufactured
From, Processed With, or Otherwise Containing,
Material from Cattle

3/13/2007

null date

3/13/2007

E7-04455

FDA

FDA-2007-0134

FDA-2007-0134-0001

Animal Drug User Fee Act; Public Meeting

null date

3/13/2007

E7-04452

FDA

FDA-2007-0135

FDA-2007-0135-0001

Guidance for Industry and Food and Drug
Administration Staff; Statistical Guidance on
Reporting Results from Studies Evaluating
Diagnostic Tests; Availability

3/13/2007

null date

3/13/2007

E7-04453
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Food and Dru

Administration (FDA)

FDA

FDA-2007-0136

FDA-2007-0136-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Food Labeling; Trans Fatty
Acids in Nutrition Labeling

3/13/2007

null date

3/13/2007

E7-04454

FDA

FDA-2007-0137

FDA-2007-0137-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Experimental
Evaluation of Variations in Content and Format of
the Brief Summary in Direct-to-Consumer Print
Advertisements for Prescription Drugs

3/14/2007

null date

3/14/2007

E7-04556

FDA

FDA-2007-0138

FDA-2007-0138-0001

Temperature-Indicating Devices; Thermally
Processed Low-Acid Foods Packaged in
Hermetically Sealed Containers

3/14/2007

6/12/2007

3/14/2007

07-01172

FDA

FDA-2007-0139

FDA-2007-0139-0001

Medical Devices Regulated by the Center for
Biologics Evaluation and Research; Availability of
Summaries of Safety and Effectiveness Data for
Premarket Approval Applications

3/15/2007

null date

3/15/2007

E7-04677

FDA

FDA-2007-0140

FDA-2007-0140-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Substances
Prohibited From Use in Animal Food or Feed;
Animal Proteins Prohibited in Ruminant Feed

3/15/2007

null date

3/15/2007

E7-04685

FDA

FDA-2007-0141

FDA-2007-0141-0001

Advisory Committee for Pharmaceutical Science
and Clinical Pharmacology (formerly called
Advisory Committee for Pharmaceutical Science);
Notice of Meeting

3/16/2007

null date

3/16/2007

E7-04797

FDA

FDA-2007-0142

FDA-2007-0142-0001

Anti-Infective Drugs Advisory Committee; Notice
of Meeting

null date

3/16/2007

07-04860

FDA

FDA-2007-0143

FDA-2007-0143-0001

Food Substances Affirmed as Generally
Recognized as Safe in Feed and Drinking Water
of Animals: 25-Hydroxyvitamin D3

3/16/2007

null date

3/16/2007

E7-04796

FDA

FDA-2007-0144

FDA-2007-0144-0001

Draft Guidance for Industry on Indexing
Structured Product Labeling; Availability

3/19/2007

null date

3/19/2007

E7-04881

FDA

FDA-2007-0145

FDA-2007-0145-0001

Pediatric Advisory Committee; Notice of Meeting

3/19/2007

null date

3/19/2007

E7-04877
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Food and Dru

Administration (FDA)

FDA

FDA-2007-0146

FDA-2007-0146-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Survey of
Health Care Professionals on the Food Safety
and Nutrition Information That They Provide to
Pregnant Women

3/20/2007

null date

3/20/2007

E7-05046

FDA

FDA-2007-0147

FDA-2007-0147-0001

National Antimicrobial Resistance Monitoring
System Program Subcommittee ofthe Science
Advisory Board to the Food and Drug
Administration; Notice of Public Meeting

3/21/2007

null date

3/21/2007

E7-05153

FDA

FDA-2007-0148

FDA-2007-0148-0001

Medical Devices Dispute Resolution Panel of the
Medical Devices Advisory Committee; Notice of
Meeting

3/21/2007

null date

3/21/2007

07-05152

FDA

FDA-2007-0149

FDA-2007-0149-0001

Pulmonary-Allergy Drugs Advisory Committee;
Notice of Meeting

null date

3/22/2007

07-05194

FDA

FDA-2007-0150

FDA-2007-0150-0001

Request for Nominations for Voting Members on
Public Advisory Committees

null date

3/22/2007

E7-05193

FDA

FDA-2007-0151

FDA-2007-0151-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Threshold of
Regulation for Substances Used in Food-Contact
Articles

3/22/2007

null date

3/22/2007

E7-05196

FDA

FDA-2007-0152

FDA-2007-0152-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request; Generic
Food and Drug Administration Rapid Response
Surveys

3/22/2007

null date

3/22/2007

E7-05195

FDA

FDA-2007-0153

FDA-2007-0153-0001

Draft Guidance for the Public, FDA Advisory
Committee Members, and FDA Staff on
Procedures for Determining Conflict of Interest
and Eligibility for Participation in FDA Advisory
Committees; Availability

3/23/2007

null date

3/23/2007

07-01459

FDA

FDA-2007-0154

FDA-2007-0154-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Infant
Formula Requirements

3/26/2007

null date

3/26/2007

E7-05470

FDA

FDA-2007-0155

FDA-2007-0155-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; NOVOLOG

null date

3/26/2007

E7-05445

FDA

FDA-2007-0156

FDA-2007-0156-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; EMTRIVA

null date

3/26/2007

E7-05446

FDA

FDA-2007-0157

FDA-2007-0157-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; PREVICOX

null date

3/26/2007

E7-05443
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Food and Dru

Administration (FDA)

FDA

FDA-2007-0158

FDA-2007-0158-0001

Determination That DURICEF (Cefadroxil USP)
Tablets, 1 Gram, and Capsules, 500 Milligrams,
Were Not Withdrawn From Sale for Reasons of
Safety or Effectiveness

3/26/2007

null date

3/26/2007

E7-05415

FDA

FDA-2007-0159

FDA-2007-0159-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; REVLIMID

null date

3/26/2007

E7-05439

FDA

FDA-2007-0160

FDA-2007-0160-0001

Orthopaedic and Rehabilitation Devices Panel of
the Medical Devices Advisory Committee; Notice
of Meeting

3/26/2007

null date

3/26/2007

E7-05469

FDA

FDA-2007-0161

FDA-2007-0161-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; ONYX LES

null date

3/26/2007

E7-05444

FDA

FDA-2007-0162

FDA-2007-0162-0001

Draft Guidance for Industry and Food and Drug
Administration Staff; Modifications to Devices
Subject to Premarket Approval--The Premarket
Approval Supplement Decision-Making Process;
Availability

3/27/2007

null date

3/27/2007

E7-05572

FDA

FDA-2007-0163

FDA-2007-0163-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; A180

null date

3/27/2007

E7-05504

FDA

FDA-2007-0164

FDA-2007-0164-0001

Endocrinologic and Metabolic Drugs Advisory
Committee; Notice of Meeting

null date

3/27/2007

E7-05506

FDA

FDA-2007-0165

FDA-2007-0165-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request; Focus
Groups as Used by the Food and Drug
Administration

3/27/2007

null date

3/27/2007

E7-05505

FDA

FDA-2007-0166

FDA-2007-0166-0001

Industry Exchange Workshop on Food and Drug
Administration Clinical Trial Requirements; Public
Workshop

3/28/2007

null date

3/28/2007

E7-05633

FDA

FDA-2007-0167

FDA-2007-0167-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Preparing a Claim of Categorical Exclusion or an
Environmental Assessment for Submission to the
Center for Food Safety and Applied Nutrition

3/28/2007

null date

3/28/2007

E7-05634

FDA

FDA-2007-0168

FDA-2007-0168-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; INFUSE BONE
GRAFT/LT-CAGE LUMBAR TAPERED FUSION
DEVICE

3/28/2007

null date

3/28/2007

E7-05635

FDA

FDA-2007-0169

FDA-2007-0169-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; RETEVASE

null date

3/29/2007

E7-05736

FDA

FDA-2007-0170

FDA-2007-0170-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; VAPRISOL

null date

3/29/2007

E7-05737
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Food and Dru

Administration (FDA)

FDA

FDA-2007-0171

FDA-2007-0171-0001

Workshop to Discuss Development of a Womens
Health Information Sharing Network

null date

3/29/2007

07-01546

FDA

FDA-2007-0172

FDA-2007-0172-0001

Meeting to Present Work-in-Progress on a
Method for Ranking Feed Contaminants
According to the Relative Risks They Pose to
Animal and Public Health; Part 2: Exposure
Scoring for Feed Contaminants; Public Meeting

3/29/2007

null date

3/29/2007

E7-05820

FDA

FDA-2007-0173

FDA-2007-0173-0001

Laxative Drug Products for Over-the-Counter
Human Use; Psyllium Ingredients in Granular
Dosage Forms

null date

3/29/2007

0910-AF38

07-05740

FDA

FDA-2007-0174

FDA-2007-0174-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request; Mental
Models Study of Food Bioterrorism Risk
Awareness

3/30/2007

null date

3/30/2007

07-01577

FDA

FDA-2007-0175

FDA-2007-0175-0001

Draft Guidance for Industry and Review Staff on
Target Product Profile--A Strategic Development
Process Tool; Availability

3/30/2007

null date

3/30/2007

E7-05949

FDA

FDA-2007-0176

FDA-2007-0176-0001

New Drugs Exempted From Prescription-
Dispensing Requirements; Technical Amendment

null date

3/30/2007

E7-05895

FDA

FDA-2007-0177

FDA-2007-0177-0001

The 10th Annual Food and Drug Administration-
Orange County Regulatory Affairs Educational
Conference

2/1/2007

null date

2/1/2007

07-06052

FDA

FDA-2007-0178

FDA-2007-0178-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; RANEXA

null date

4/2/2007

E7-06061

FDA

FDA-2007-0179

FDA-2007-0179-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; KEPIVANCE

null date

null date

4/2/2007

E7-06053

FDA

FDA-2007-0180

FDA-2007-0180-0001

Electronic Distribution of Prescribing Information
for Prescription Drug Products; Public Hearing;
Request for Comments

4/2/2007

null date

4/2/2007

07-01604

FDA

FDA-2007-0181

FDA-2007-0181-0001

Reports and guidance documents; availability,
etc.: Herpes simplex virus types 1 and 2
serological assays; Class Il special controls

4/3/2007

null date

4/3/2007

E7-06168

FDA

FDA-2007-0182

FDA-2007-0182-0001

Meetings: Oncologic Drugs Advisory Committee

null date

4/3/2007

E7-06171

FDA

FDA-2007-0183

FDA-2007-0183-0001

Medical devices: Immunology and microbiology
devices--

null date

4/3/2007

E7-06167

FDA

FDA-2007-0184

FDA-2007-0184-0001

Medical devices: Premarket approval
applications, list; safety and effectiveness
summaries availability

4/3/2007

null date

4/3/2007

E7-06166
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Food and Dru

Administration (FDA)

FDA

FDA-2007-0185

FDA-2007-0185-0001

Reports andguidance documents; availability,
etc.: Animal cloning risk assessment plan;
industry guidance

4/3/2007

null date

4/3/2007

E7-06170

FDA

FDA-2007-0186

FDA-2007-0186-0001

New Animal Drugs for Use in Animal Feeds;
Melengestrol and Lasalocid

null date

4/4/12007

E7-06180

FDA

FDA-2007-0187

FDA-2007-0187-0001

Preparation for International Conference on
Harmonisation Meetings in Brussels, Belgium;
Public Meeting

4/4/2007

null date

4/4/12007

07-01633

FDA

FDA-2007-0188

FDA-2007-0188-0001

Oral Dosage Form New Animal Drugs;
Praziquantel and Pyrantel

null date

4/4/12007

E7-06181

FDA

FDA-2007-0189

FDA-2007-0189-0001

Irradiation in the Production, Processing and
Handling of Food

4/4/12007

7/3/2007

4/4/12007

0910-ZA29

07-01636

FDA

FDA-2007-0190

FDA-2007-0190-0001

Manufacturing Subcommittee of the Advisory
Committee for Pharmaceutical Science and
Clinical Pharmacology (formerly called Advisory
Committee for Pharmaceutical Science); Notice
of Meeting; Cancellation

4/5/2007

null date

4/5/2007

E7-06288

FDA

FDA-2007-0191

FDA-2007-0191-0001

Advisory Committee for Pharmaceutical Science
and Clinical Pharmacology (formerly called
Advisory Committee for Pharmaceutical Science);
Notice of Meeting; Cancellation

4/5/2007

null date

4/5/2007

E7-06283

FDA

FDA-2007-0192

FDA-2007-0192-0001

Use of Medication Guides to Distribute Drug Risk
Information to Patients; Public Hearing

null date

4/9/2007

E7-06506

FDA

FDA-2007-0193

FDA-2007-0193-0001

Draft Guidance for Industry on Orally
Disintegrating Tablets; Availability

null date

4/9/2007

E7-06509

FDA

FDA-2007-0194

FDA-2007-0194-0001

Blood Products Advisory Committee; Notice of
Meeting

null date

4/9/2007

E7-06594

FDA

FDA-2007-0195

FDA-2007-0195-0001

Irradiation in the Production, Processing and
Handling of Food

null date

4/9/2007

E7-06646

FDA

FDA-2007-0196

FDA-2007-0196-0001

Draft Guidance for Clinical Investigators,
Sponsors, and Investigational Review Boards on
Adverse Event Reporting--Improving Human
Subject Protection; Availability

4/9/2007

null date

4/9/2007

E7-06595

FDA

FDA-2007-0197

FDA-2007-0197-0001

Draft Guidance for Industry on the Content and
Format of the Dosage and Administration Section
of Labeling for Human Prescription Drug and
Biological Products; Availability

4/9/2007

null date

4/9/2007

E7-06508

FDA

FDA-2007-0198

FDA-2007-0198-0001

Medical Devices; Technical Amendment

null date

4/9/2007

E7-06290

FDA

FDA-2007-0199

FDA-2007-0199-0001

General Hospital and Personal Use Devices
Panel of the Medical Devices Advisory
Committee; Notice of Meeting

4/9/2007

null date

4/9/2007

E7-06645
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Food and Drug Administration (FDA)
Trimethobenzamide Hydrochloride Suppositories;

FDA FDA-2007-0200 FDA-2007-0200-0001 Withdrawal of Approval null date 4/9/2007 E7-06593
Durand-Wayland, Inc.; Filing of Food Additive

FDA FDA-2007-0201 FDA-2007-0201-0001 Petition null date 4/11/2007 E7-06765
Ophthalmic and Topical Dosage Form New

FDA FDA-2007-0202 FDA-2007-0202-0001 Animal Drugs; Mupirocin Ointment null date 4/11/2007 E7-06828
Anti-Infective Drugs Advisory Committee

FDA FDA-2007-0203 FDA-2007-0203-0001 Meeting; Notice of Meeting; Cancellation null date 4/12/2007 07-01825
Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Adoption of
the Food and Drug Administration Food Code by

FDA FDA-2007-0204 FDA-2007-0204-0001 Local, State, and Tribal Governments 4/13/2007 null date 4/13/2007 E7-06983
Supplements and Other Changes to an Approved
Application; Public Meeting; Reopening of

FDA FDA-2007-0205 FDA-2007-0205-0001 Comment Period null date 4/13/2007 07-06985
Vaccines and Related Biological Products

FDA FDA-2007-0206 FDA-2007-0206-0001 Advisory Committee; Notice of Meeting null date 4/16/2007 E7-07090
Medical Device User Fee and Modernization Act;

FDA FDA-2007-0207 FDA-2007-0207-0001 Public Meeting null date 4/18/2007 07-01919
Memorandum of Understanding Between the
National Cancer Institute and the Food and Drug

FDA FDA-2007-0208 FDA-2007-0208-0001 Administration 4/18/2007 null date 4/18/2007 07-01921
Withdrawal of Approval of New Animal Drug
Applications; Pyrantel; Tylosin; Tylosin and

FDA FDA-2007-0209 FDA-2007-0209-0001 Sulfamethazine 4/19/2007 null date 4/19/2007 07-07461
New Animal Drugs For Use in Animal Feed;
Withdrawal of Approval of NADAs; Pyrantel;

FDA FDA-2007-0210 FDA-2007-0210-0001 Tylosin; Tylosin and Sulfamethazine 4/19/2007 null date 4/19/2007 E7-07460
Implantation or Injectable Dosage Form New
Animal Drugs; Withdrawal of Approval of NADAs;

FDA FDA-2007-0211 FDA-2007-0211-0001 Estradiol Benzoate 4/19/2007 null date 4/19/2007 E7-07458
Withdrawal of Approval of New Animal Drug

FDA FDA-2007-0212 FDA-2007-0212-0001 Applications; Estradiol Benzoate null date 4/19/2007 07-01941
Preparation for International Conference on
Harmonization Meetings in Brussels, Belgium;

FDA FDA-2007-0213 FDA-2007-0213-0001 Public Meeting 4/20/2007 null date 4/20/2007 07-01952
Oral Dosage Form New Animal Drugs;

FDA FDA-2007-0214 FDA-2007-0214-0001 Clindamycin Solution null date 4/20/2007 E7-07472

FDA FDA-2007-0215 FDA-2007-0215-0001 New Animal Drugs; Florfenicol null date 4/20/2007 E7-07475
Oral Dosage Form New Animal Drugs;

FDA FDA-2007-0216 FDA-2007-0216-0001 Dexmedetomidine; Technical Amendment null date 4/20/2007 E7-07594
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<www.regulations.gov>

DOCUMENT ID

DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE

RIN

FR NUMBER

Food and Dru

Administration (FDA)

FDA

FDA-2007-0217

FDA-2007-0217-0001

Antiviral Drugs Advisory Committee; Amendment
of Notice

null date

4/23/2007

07-02001

FDA

FDA-2007-0218

FDA-2007-0218-0001

Guidance for Industry and Food and Drug
Administration Staff; Class Il Special Controls
Guidance Document: Computerized Labor
Monitoring Systems; Availability

4/24/2007

null date

4/24/2007

E7-07700

FDA

FDA-2007-0219

FDA-2007-0219-0001

Medical Devices; Obstetrical and Gynecological
Devices; Classification of Computerized Labor
Monitoring System

4/24/2007

null date

4/24/2007

E7-07702

FDA

FDA-2007-0220

FDA-2007-0220-0001

Summaries of Medical and Clinical Pharmacology
Reviews of Pediatric Studies; Availability

null date

4/24/2007

E7-07717

FDA

FDA-2007-0221

FDA-2007-0221-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Human
Tissue Intended for Transplantation

4/25/2007

null date

4/25/2007

E7-07815

FDA

FDA-2007-0222

FDA-2007-0222-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Submission
of Petitions: Food Additive, Color Additive
(Including Labeling), and Generally Recognized
as Safe Affirmation; Electronic Submission Using
Food and Drug Administration Forms 3503 and
3504

4/25/2007

null date

4/25/2007

E7-07813

FDA

FDA-2007-0223

FDA-2007-0223-0001

Canned Pacific Salmon Deviating From Identity
Standard; Temporary Permit for Market Testing

null date

4/27/2007

E7-08039

FDA

FDA-2007-0224

FDA-2007-0224-0001

Agency Information Collection Activities;
Submission for Office of Management and

Budget Review; Comment Request; Human Cells,
Tissues, and Cellular and Tissue-Based Products:
Establishment Registration and Listing; Form
Food and Drug Administration 3356; Eligibility
Determination for Donors; and Current Good
Tissue Practice

4/27/2007

null date

4/27/2007

E7-08038

FDA

FDA-2007-0225

FDA-2007-0225-0001

Guidance for Industry: Protocols for the Conduct
of Method Transfer Studies for Type C Medicated
Feed Assay Methods; Availability

4/27/2007

null date

4/27/2007

E7-08042

FDA

FDA-2007-0226

FDA-2007-0226-0001

Oral Dosage Form New Animal Drugs; Diclazuril

null date

4/27/2007

E7-0804

FDA

FDA-2007-0227

FDA-2007-0227-0001

Medical Device User Fee and Modernization Act;
Public Meeting; Correction

null date

4/27/2007

07-02085
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Food and Dru

Administration (FDA)

FDA

FDA-2007-0228

FDA-2007-0228-0001

Iceberg Water Deviating From Identity Standard;
Temporary Permit for Market Testing

null date

4/27/2007

E7-08040

FDA

FDA-2007-0229

FDA-2007-0229-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Applications
for Food and Drug Administration Approval to
Market a New Drug: Patent Submission and
Listing Requirements and Application of 30-
Month Stays on Approval of Abbreviated New
Drug Applications Certifying That a Patent
Claiming a Drug Is Valid or Will Not Be Infringed

4/30/2007

null date

4/30/2007

E7-08141

FDA

FDA-2007-0230

FDA-2007-0230-0001

Defining and Implementing Quality in Clinical
Investigations: From Design to Completion; Public
Workshop; Request for Comments

4/30/2007

null date

4/30/2007

E7-08137

FDA

FDA-2007-0231

FDA-2007-0231-0001

Memorandum of Understanding Between the
National Cancer Institute and the Food and Drug
Administration

4/30/2007

null date

4/30/2007

07-02106

FDA

FDA-2007-0232

FDA-2007-0232-0001

Oral Dosage Form New Animal Drugs;
Fenbendazole Paste

null date

5/2/2007

E7-08391

FDA

FDA-2007-0233

FDA-2007-0233-0001

New Animal Drugs; Change of Sponsors Address

null date

5/2/2007

E7-08322

FDA

FDA-2007-0234

FDA-2007-0234-0001

Guidance for Industry on Testing of Glycerin for
Diethylene Glycol; Availability

lidate

null date

5/2/2007

E7-08389

FDA

FDA-2007-0235

FDA-2007-0235-0001

Pediatric Oncology Subcommittee of the
Oncologic Drugs Advisory Committee; Notice of
Meeting

5/7/2007

null date

5/7/2007

E7-08656

FDA

FDA-2007-0236

FDA-2007-0236-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Food and
Drug Administration Survey of Current
Manufacturing Practices in the Food Industry

5/8/2007

null date

5/8/2007

E7-08783

FDA

FDA-2007-0237

FDA-2007-0237-0001

Draft Guidance for Industry and Food and Drug
Administration Staff; Class Il Special Controls
Guidance Document: Absorbable Hemostatic
Device; Availability; Reopening of Comment
Period

5/8/2007

null date

5/8/2007

E7-08780

FDA

FDA-2007-0238

FDA-2007-0238-0001

Voluntary Self-Inspection of Medicated Feed
Manufacturing Facilities; Draft Compliance Policy
Guide; Availability; Reopening of Comment
Period

5/8/2007

null date

5/8/2007

E7-08781
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Food and Dru

Administration (FDA)

FDA

FDA-2007-0239

FDA-2007-0239-0001

Guidance for Industry: Analytical Methods
Description for Type C Medicated Feeds;
Availability

9/1/2007

null date

5/9/2007

E7-08808

FDA

FDA-2007-0240

FDA-2007-0240-0001

New Animal Drugs; Change of Sponsors Name
and Address

null date

5/9/2007

E7-08870

FDA

FDA-2007-0241

FDA-2007-0241-0001

Guidance for Industry and Food and Drug
Administration Staff; Class Il Special Controls
Guidance Document: Gene Expression Profiling
Test System for Breast Cancer Prognosis;
Availability

5/9/2007

null date

5/9/2007

E7-08872

FDA

FDA-2007-0242

FDA-2007-0242-0001

Medical Devices; Immunology and Microbiology
Devices; Classification of Gene Expression
Profiling Test System for Breast Cancer
Prognosis

5/9/2007

null date

5/9/2007

E7-08871

FDA

FDA-2007-0243

FDA-2007-0243-0001

Certain Other Dosage Form New Animal Drugs;
Oxytetracycline

null date

5/9/2007

E7-08869

FDA

FDA-2007-0244

FDA-2007-0244-0001

Circulatory System Devices Panel of the Medical
Devices Advisory Committee; Notice of Meeting

null date

null date

5/10/2007

E7-09054

FDA

FDA-2007-0245

FDA-2007-0245-0001

Vaccines and Related Biological Products
Advisory Committee; Amendment of Notice

null date

null date

5/10/2007

E7-09053

FDA

FDA-2007-0246

FDA-2007-0246-0001

Draft Guidance for Industry on Protecting the
Rights, Safety, and Welfare of Study Subjects--
Supervisory Responsibilities of Investigators;
Availability

5/10/2007

null date

5/10/2007

E7-09055

FDA

FDA-2007-0247

FDA-2007-0247-0001

Guidance for Industry on Computerized Systems
Used in Clinical Investigations; Availability

2:00:00 null date

null date

5/10/2007

E7-09056

FDA

FDA-2007-0248

FDA-2007-0248-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request; Hazard
Analysis and Critical Control Point Procedures for
the Safe and Sanitary Processing and Importing
of Juice

5/14/2007

null date

5/14/2007

E7-09220

FDA

FDA-2007-0249

FDA-2007-0249-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Food
Labeling Regulations

5/14/2007

null date

5/14/2007

E7-09219

FDA

FDA-2007-0250

FDA-2007-0250-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Information Program on Clinical Trials for Serious
or Life-Threatening Diseases: Maintaining a Data
Bank

5/14/2007

null date

5/14/2007

E7-09221
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DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE

RIN

FR NUMBER

Food and Dru

Administration (FDA)

FDA

FDA-2007-0251

FDA-2007-0251-0001

Determination That MEPRON (Atovaquone)
Tablets, 250 milligrams, Were Not Withdrawn
From Sale for Reasons of Safety or Effectiveness

5/16/2007

null date

5/16/2007

E7-09348

FDA

FDA-2007-0252

FDA-2007-0252-0001

Draft Guidance for Industry and Review Staff on
Labeling for Human Prescription Drugs--
Determining Established Pharmacologic Class for
Use in the Highlights of Prescribing Information;
Availability

5/16/2007

null date

5/16/2007

E7-09347

FDA

FDA-2007-0253

FDA-2007-0253-0001

Agency Information Collection Activities;
Announcementof Office of Management and
Budget Approval;, Cosmetic Labeling Regulations

5/16/2007

null date

5/16/2007

E7-09436

FDA

FDA-2007-0254

FDA-2007-0254-0001

Guidance for Industry on Clinical Trial Endpoints
for the Approval of Cancer Drugs and Biologics;
Availability

5/16/2007

null date

5/16/2007

E7-09345

FDA

FDA-2007-0255

FDA-2007-0255-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request;
Administrative Procedures for the Clinical
Laboratory Improvement Amendments of 1988
Categorization

5/16/2007

null date

5/16/2007

E7-09435

FDA

FDA-2007-0256

FDA-2007-0256-0001

Implantation or Injectable Dosage Form New
Animal Drugs; Ivermectin and Clorsulon

null date

5/17/2007

E7-09517

FDA

FDA-2007-0257

FDA-2007-0257-0001

Implantation or Injectable Dosage Form New
Animal Drugs; Ivermectin

null date

5/17/2007

E7-09515

FDA

FDA-2007-0258

FDA-2007-0258-0001

Oral Dosage Form New Animal Drugs;
Pimobendan

null date

5/17/2007

E7-09516

FDA

FDA-2007-0259

FDA-2007-0259-0001

Implantation or Injectable Dosage Form New
Animal Drugs; Butorphanol

null date

5/18/2007

E7-09557

FDA

FDA-2007-0260

FDA-2007-0260-0001

Oral Dosage Form New Animal Drugs;
Phenylbutazone Powder

null date

5/18/2007

E7-09559

FDA

FDA-2007-0261

FDA-2007-0261-0001

New Animal Drugs; Change of Sponsors Address

null date

5/18/2007

E7-09555

FDA

FDA-2007-0262

FDA-2007-0262-0001

International Cooperation on Harmonisation of
Technical Requirements for Registration of
Veterinary Medicinal Products (VICH); Draft
Guidance for Industry on Target Animal Safety for
Veterinary Pharmaceutical Products, VICH GL43,
Request for Comments; Availability

5/18/2007

null date

5/18/2007

E7-09592
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<www.regulations.gov>

DOCUMENT ID

DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE

RIN

FR NUMBER

Food and Dru

Administration (FDA)

FDA

FDA-2007-0263

FDA-2007-0263-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; GALILEO
INTRAVASCULAR RADIOTHERAPY SYSTEM

5/21/2007

null date

5/21/2007

E7-09720

FDA

FDA-2007-0264

FDA-2007-0264-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; NOXAFIL

null date

5/21/2007

E7-09730

FDA

FDA-2007-0265

FDA-2007-0265-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Guidance for
Industry on Continuous Marketing Applications:
Pilot 2--Scientific Feedback and Interactions
During Development of Fast Track Products
Under the Prescription Drug User Fee Act

5/21/2007

null date

5/21/2007

E7-09709

FDA

FDA-2007-0266

FDA-2007-0266-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; IRESSA

null date

5/21/2007

E7-09733

FDA

FDA-2007-0267

FDA-2007-0267-0001

Science Board to the Food and Drug
Administration; Notice of Meeting

5/21/2007

null date

5/21/2007

E7-09737

FDA

FDA-2007-0268

FDA-2007-0268-0001

Food and Drug Administration Modernization Act
of 1997: Modifications to the List of Recognized
Standards, Recognition List Number: 017

5/21/2007

null date

5/21/2007

E7-09718

FDA

FDA-2007-0269

FDA-2007-0269-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; FOSRENOL

null date

5/22/2007

E7-09787

FDA

FDA-2007-0270

FDA-2007-0270-0001

Implementation of Risk Minimization Action Plans
(RiskMAPs) to Support Quality Use of
Pharmaceuticals: Opportunities and Challenges;
Public Workshop

5/23/2007

null date

5/23/2007

07-02574

FDA

FDA-2007-0271

FDA-2007-0271-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; BEXTRA

null date

null date

5/23/2007

E7-09957

FDA

FDA-2007-0272

FDA-2007-0272-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; ELAPRASE

null date

null date

5/23/2007

E7-09951

FDA

FDA-2007-0273

FDA-2007-0273-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; GARDASIL

null date

null date

5/23/2007

E7-09950

FDA

FDA-2007-0274

FDA-2007-0274-0001

Determination That Protamine Sulfate Injection
and 26 Other Drug Products Were Not Withdrawn
From Sale for Reasons of Safety or Effectiveness

5/23/2007

null date

5/23/2007

E7-09962

FDA

FDA-2007-0275

FDA-2007-0275-0001

Determination That ESTROSTEP 21 (Ethinyl
Estradiol and Norethindrone Acetate) Tablets
Were Not Withdrawn From Sale for Reasons of
Safety or Effectiveness

5/23/2007

null date

5/23/2007

E7-09949
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AGENCY

<www.regulations.gov>
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<www.regulations.gov>

DOCUMENT ID

DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE

RIN

FR NUMBER

Food and Dru

Administration (FDA)

FDA

FDA-2007-0276

FDA-2007-0276-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; ORENCIA

null date

5/23/2007

E7-09945

FDA

FDA-2007-0277

FDA-2007-0277-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; SOMAVERT

null date

5/24/2007

E7-10052

FDA

FDA-2007-0278

FDA-2007-0278-0001

Determination of Regulatory Review Periods for
Purposes of Patent Extension; SPRYCEL--New
Drug Applications 21-986 and 22-072

5/25/2007

null date

5/25/2007

E7-10089

FDA

FDA-2007-0279

FDA-2007-0279-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request; Health
and Diet Survey

5/25/2007

null date

5/25/2007

E7-10086

FDA

FDA-2007-0280

FDA-2007-0280-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; PREZISTA

null date

null date

5/25/2007

E7-10147

FDA

FDA-2007-0281

FDA-2007-0281-0001

Draft Guidance for Industry on Complementary
and Alternative Medicine Products and Their
Regulation by the Food and Drug Administration;
Availability

5/25/2007

null date

5/25/2007

07-02610

FDA

FDA-2007-0282

FDA-2007-0282-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; MYOZYME

null date

5/25/2007

E7-10087

FDA

FDA-2007-0283

FDA-2007-0283-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; KDR 401 and 403
PACEMAKERS

5/25/2007

null date

5/25/2007

E7-10127

FDA

FDA-2007-0284

FDA-2007-0284-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Orphan
Drugs

5/29/2007

null date

5/29/2007

E7-10271

FDA

FDA-2007-0284

FDA-2007-0284-0002

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Orphan Drugs

8/29/2007

null date

8/29/2007

E7-17094

FDA

FDA-2007-0285

FDA-2007-0285-0001

Timed-Release Drug Products Containing
Guaifenesin; Enforcement Action Dates

null date

null date

5/29/2007

E7-10266

FDA

FDA-2007-0286

FDA-2007-0286-0001

Joint Meeting of the Gastrointestinal Drugs
Advisory Committee and the Drug Safety and
Risk Management Advisory Committee; Notice of
Meeting

5/29/2007

null date

5/29/2007

E7-10270

FDA

FDA-2007-0287

FDA-2007-0287-0001

Orthopaedic and Rehabilitation Devices Panel of
the Medical Devices Advisory Committee; Notice
of Meeting

5/29/2007

null date

5/29/2007

E7-10267

FDA

FDA-2007-0288

FDA-2007-0288-0001

Interim Melamine and Melamine Analogues
Safety/Risk Assessment; Availability

null date

5/30/2007

07-02679
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DOCUMENT ID

DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE

RIN

FR NUMBER

Food and Dru

Administration (FDA)

FDA

FDA-2007-0289

FDA-2007-0289-0001

Guidance for Industry: Chemistry, Manufacturing,

and Control Changes to an Approved New Animal
Drug Application or Abbreviated New Animal Drug
Application

null date

5/31/2007

E7-10515

FDA

FDA-2007-0290

FDA-2007-0290-0001

Draft Guidances for Industry Describing Product-
Specific Bioequivalence Recommendations;
Availability

null date

5/31/2007

07-10491

FDA

FDA-2007-0291

FDA-2007-0291-0001

Draft Guidance for Industry on Bioequivalence
Recommendations for Specific Products

null date

5/31/2007

E7-10492

FDA

FDA-2007-0292

FDA-2007-0292-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; X-STOP
INTERSPINOUS PROCESS DECOMPRESSION
SYSTEM

null date

6/1/2007

E7-10618

FDA

FDA-2007-0293

FDA-2007-0293-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; GEM 21S
GROWTH-FACTOR ENHANCED MATRIX

6/1/2007

null date

6/1/2007

E7-10633

FDA

FDA-2007-0294

FDA-2007-0294-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; PHAKIC
INTRAOCULAR LENSES

6/1/2007

null date

6/1/2007

07-10631

FDA

FDA-2007-0295

FDA-2007-0295-0001

Guidance for Industry: Clinical Data Needed to
Support the Licensure of Pandemic Influenza
Vaccines; Availability

6/1/2007

null date

6/1/2007

E7-10499

FDA

FDA-2007-0296

FDA-2007-0296-0001

Guidance for Industry: Clinical Data Needed to
Support the Licensure of Seasonal Inactivated
Influenza Vaccines; Availability

6/1/2007

null date

6/1/2007

E7-10497

FDA

FDA-2007-0297

FDA-2007-0297-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; ZILMAX

null date

null date

6/1/2007

E7-10602

FDA

FDA-2007-0298

FDA-2007-0298-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Registration of Food Facilities
Under the Public Health Security and Bioterrorism
Preparedness and Response Act of 2002

6/1/2007

null date

6/1/2007

E7-10617

FDA

FDA-2007-0299

FDA-2007-0299-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; LANTUS

null date

6/1/2007

E7-10632

FDA

FDA-2007-0300

FDA-2007-0300-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; NAMENDA

5/1/2007

null date

6/5/2007

E7-10730

FDA

FDA-2007-0301

FDA-2007-0301-0001

Guidance for Industry: Refrigerated Carrot Juice
and Other Refrigerated Low-Acid Juices;
Availability

6/5/2007

null date

6/5/2007

7-10792

FDA

FDA-2007-0302

FDA-2007-0302-0001

Advisory Committee; Risk Communication
Advisory Committee; Establishment

6/5/2007

null date

6/5/2007

E7-10740
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<www.regulations.gov>

DOCUMENT ID

DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE
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FR NUMBER

Food and Dru

Administration (FDA)

FDA

FDA-2007-0303

FDA-2007-0303-0001

New Animal Drugs; Change of Sponsors Address

6/5/2007

null date

6/5/2007

E7-10771

FDA

FDA-2007-0304

FDA-2007-0304-0001

Draft Guidance for Industry on Providing
Regulatory Submissions in Electronic Format--
Receipt Date; Availability

6/5/2007

null date

6/5/2007

E7-10780

FDA

FDA-2007-0305

FDA-2007-0305-0001

Request for Nominations for Voting Members on
a Public Advisory Committee; Risk
Communication Advisory Committee

6/5/2007

null date

6/5/2007

E7-10737

FDA

FDA-2007-0306

FDA-2007-0306-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Prior Notice of Imported Food
Under the Public Health Security and Bioterrorism
Preparedness and Response Act of 2002

6/5/2007

null date

6/5/2007

E7-10785

FDA

FDA-2007-0307

FDA-2007-0307-0001

Advisory Committee Information Hotline

null date

6/5/2007

E7-10738

FDA

FDA-2007-0308

FDA-2007-0308-0001

Joint Meeting of the Endocrinologic and Metabolic
Drugs Advisory Committee and the Drug Safety
and Risk Management Advisory Committee;
Notice of Meeting

6/6/2007

null date

6/6/2007

E7-10850

FDA

FDA-2007-0309

FDA-2007-0309-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; RAPLON

null date

6/6/2007

E7-10853

FDA

FDA-2007-0310

FDA-2007-0310-0001

Implantation or Injectable Dosage Form New
Animal Drugs; Spectinomycin Sulfate

null date

6/1/2007

E7-10801

FDA

FDA-2007-0311

FDA-2007-0311-0001

Determination That CEFOTAN (Cefotetan
Disodium For Injection), Equivalent 1 Gram
Base/Vial and 2 Grams Base/Vial, Was Not
Withdrawn From Sale for Reasons of Safety or
Effectiveness

6/7/2007

null date

6/7/2007

E7-10959

FDA

FDA-2007-0312

FDA-2007-0312-0001

Guidance for Industry and Food and Drug
Administration Staff; Assayed and Unassayed
Quality Control Material; Availability

6/7/2007

null date

6/7/2007

E7-10996

FDA

FDA-2007-0313

FDA-2007-0313-0001

Medical Devices; Availability of Safety and
Effectiveness Summaries for Premarket Approval
Applications

6/7/2007

null date

6/7/2007

E7-11002

FDA

FDA-2007-0314

FDA-2007-0314-0001

Science Board to the Food and Drug
Administration; Amendment of Notice

null date

6/7/2007

07-02829

FDA

FDA-2007-0315

FDA-2007-0315-0001

Determination of Regulatory Review Period for
Purposes of Patent Extension; CHANTIX

7/1/2007

null date

6/7/2007

E7-10915
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DOCUMENT ID

DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE

RIN

FR NUMBER

Food and Dru

Administration (FDA)

FDA

FDA-2007-0316

FDA-2007-0316-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request;
Substantiation for Dietary Supplement Claims
Made Under the Federal Food, Drug, and
Cosmetic Act

6/7/2007

null date

6/7/2007

E7-10911

FDA

FDA-2007-0317

FDA-2007-0317-0001

Draft Guidance for Industry on Malaria:
Developing Drug and Nonvaccine Biological
Products for Treatment and Prophylaxis;
Availability

6/7/2007

null date

6/7/2007

E7-11001

FDA

FDA-2007-0318

FDA-2007-0318-0001

Request for Notification From Industry
Organizations Interested in Participating in
Selection Process for Nonvoting Industry
Representatives on Public Advisory Committees
and Request for Nominations for Nonvoting
Industry Representatives on Public Advisory
Committees

6/8/2007

null date

6/8/2007

E7-11065

FDA

FDA-2007-0319

FDA-2007-0319-0002

Use of Ozone-Depleting Substances; Removal of
Essential-Use Designations; Public Meeting

7/9/2007

8/10/2007

7/9/2007

0910-AF93

E7-13300

FDA

FDA-2007-0319

FDA-2007-0319-0001

Use of Ozone-Depleting Substances; Removal of
Essential-Use Designations

6/11/2007

8/10/2007

6/11/2007

0910-AF93

07-02883

FDA

FDA-2007-0319

FDA-2007-0319-0003

Use of Ozone-Depleting Substances; Removal of
Essential-Use Designations; Extension of
Comment Period

8/7/2007

9/10/2007

8/7/2007

0910-AF93

E7-15372

FDA

FDA-2007-0320

FDA-2007-0320-0001

Request for Notification From Industry
Organizations Interested in Participating in
Selection Process for Nonvoting Industry
Representatives on FoodSafety Public Advisory
Committee and Request for Nominations for
Nonvoting Industry Representatives on Food
Safety Public Advisory Committee

6/11/2007

null date

6/11/2007

E7-11141

FDA

FDA-2007-0321

FDA-2007-0321-0001

Guidance for Industry and Food and Drug
Administration Staff; Class Il Special Controls
Guidance Document: Intervertebral Body Fusion
Device; Availability

6/12/2007

null date

6/12/2007

E7-11235

FDA

FDA-2007-0322

FDA-2007-0322-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request; Adverse
Event Pilot Program for Medical Products
(Formally Medical Device Adverse Event
Reporting Program)

6/13/2007

null date

6/13/2007

E7-11400
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Food and Dru

Administration (FDA)

FDA

FDA-2007-0323

FDA-2007-0323-0001

Agency Information Collection Activities;
Proposed Collection; CommentRequest; Animal
Drug User Fees and Fee Waivers and
Reductions

6/14/2007

null date

6/14/2007

E7-11425

FDA

FDA-2007-0324

FDA-2007-0324-0001

Otsuka Pharmaceutical Co., Ltd.; Withdrawal of
Approval of a New Drug Application

null date

null date

6/14/2007

E7-11427

FDA

FDA-2007-0325

FDA-2007-0325-0001

Oncologic Drugs Advisory Committee; Notice of
Meeting

null date

6/14/2007

E7-11496

FDA

FDA-2007-0326

FDA-2007-0326-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Label
Comprehension Study

6/15/2007

null date

6/15/2007

E7-11528

FDA

FDA-2007-0327

FDA-2007-0327-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request; Animal
Drug User Fee Cover Sheet, FDA Form 3546

6/15/2007

null date

6/15/2007

E7-11527

FDA

FDA-2007-0328

FDA-2007-0328-0001

New Animal Drugs for Use in Animal Feeds;
Lincomycin

null date

6/18/2007

E7-11611

FDA

FDA-2007-0329

FDA-2007-0329-0001

Licensure of Apheresis Blood Products; Public
Workshop

null date

6/18/2007

E7-11615

FDA

FDA-2007-0330

FDA-2007-0330-0001

Anthrax Vaccines--Bridging Correlates of
Protection in Animals to Immunogenicity in
Humans; Public Workshop

6/18/2007

null date

6/18/2007

E7-11613

FDA

FDA-2007-0331

FDA-2007-0331-0001

Guidance for Industry and Food and Drug
Administration Staff; Pharmacogenetic Tests and
Genetic Tests for Heritable Markers; Availability

6/19/2007

null date

6/19/2007

E7-11817

FDA

FDA-2007-0332

FDA-2007-0332-0001

Human Cells, Tissues, and Cellular and Tissue-
Based Products; Donor Screening and Testing,
and Related Labeling

6/19/2007

null date

6/19/2007

E7-11795

FDA

FDA-2007-0333

FDA-2007-0333-0001

Cellular, Tissue, and Gene Therapies Advisory
Committee; Notice of Meeting

null date

6/19/2007

E7-11728

FDA

FDA-2007-0334

FDA-2007-0334-0001

Science Board to the Food and Drug
Administration; Amendment of Notice; Correction

null date

6/19/2007

E7-11727

FDA

FDA-2007-0335

FDA-2007-0335-0001

Listing of Color Additives Subject to Certification;
D&C Black No. 3

7/19/2007

7/19/2007

6/19/2007

E7-11801

FDA

FDA-2007-0336

FDA-2007-0336-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request; Medical
Devices Third-Party Review Under the Food and
Drug Administration Modernization Act

6/21/2007

null date

6/21/2007

E7-11981
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On January 15, 2008, the Food and Drug Administration (FDA) was implemented on Regulations.gov. The following documents are not accepting comments on FDA Data Migration Report and have been temporariliy
removed from Regulations.gov as part of FDA's data migration activities. You can continue to access these Federal Register documents at GPO Access page.

Attention: The temporarily deleted FDA documents will continue to appear in the search results on Regulations.gov until Monday, January 21, 2008. Selecting a document link for such and FDA document will result in an
error page. The Regulations.gov search index will be updated the weekend of January 19, 2008 to resolve this issue. Once this update is complete, Regulations.gov search results will no longer display the deleted FDA
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Food and Dru

Administration (FDA)

FDA

FDA-2007-0337

FDA-2007-0337-0001

Guidance for Industry: Informed Consent
Recommendations for Source Plasma Donors
Participating in Plasmapheresis and Immunization
Programs; Availability

6/21/2007

null date

6/21/2007

E7-11997

FDA

FDA-2007-0338

FDA-2007-0338-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Preparing a
Claim of Categorical Exclusion or an
Environmental Assessment for Submission to the
Center for Food Safety and Applied Nutrition

6/21/2007

null date

6/21/2007

E7-11969

FDA

FDA-2007-0339

FDA-2007-0339-0001

International Cooperation on Harmonisation of
Technical Requirements for Approval of
Veterinary Medicinal Products (VICH); Revised
Draft Guidance for Industry on Pharmacovigilance
of Veterinary Medicinal Products: Controlled List
of Terms (VICH GL30); Request for Comments;
Availability

6/21/2007

null date

6/21/2007

E7-11996

FDA

FDA-2007-0340

FDA-2007-0340-0001

Draft Guidance for Industry on Use of the
Computer Crossmatch; Availability

null date

6/21/2007

E7-11998

FDA

FDA-2007-0341

FDA-2007-0341-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Information From United States Processors That
Export to the European Community

6/21/2007

null date

6/21/2007

E7-11980

FDA

FDA-2007-0342

FDA-2007-0342-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Guidance for
Industry on Special Protocol Assessment

6/22/2007

null date

6/22/2007

E7-12056

FDA

FDA-2007-0343

FDA-2007-0343-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Infant Formula Requirements

6/22/2007

null date

6/22/2007

E7-12057

FDA

FDA-2007-0344

FDA-2007-0344-0001

Current Good Manufacturing Practice in
Manufacturing, Packaging, Labeling, or Holding
Operations for Dietary Supplements

6/25/2007

null date

6/25/2007

0910-AB88

07-03039

FDA

FDA-2007-0345

FDA-2007-0345-0001

Petition to Request an Exemption From 100
Percent Identity Testing of Dietary Ingredients:
Current Good Manufacturing Practice in
Manufacturing, Packaging, Labeling, or Holding
Operations for Dietary Supplements

6/25/2007

null date

6/25/2007

0910-AB88

07-03038
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On January 15, 2008, the Food and Drug Administration (FDA) was implemented on Regulations.gov. The following documents are not accepting comments on FDA Data Migration Report and have been temporariliy
removed from Regulations.gov as part of FDA's data migration activities. You can continue to access these Federal Register documents at GPO Access page.
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Food and Dru

Administration (FDA)

FDA

FDA-2007-0345

FDA-2007-0345-0002

Petition to Request an Exemption From 100
Percent Identity Testing of Dietary Ingredients:
Current Good Manufacturing Practice in
Manufacturing, Packaging, Labeling, or Holding

Operations for Dietary Supplements; Extension of

Comment Period

9/17/2007

10/24/2007

9/17/2007

0910-AB88

E7-18293

FDA

FDA-2007-0346

FDA-2007-0346-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Adoption of Food and Drug
Administration Food Code by Local, State and
Tribal Governments

6/28/2007

null date

6/28/2007

E7-12499

FDA

FDA-2007-0347

FDA-2007-0347-0001

Request for Notification From Industry
Organizations Interested in Participating in the
Selection Process for a Nonvoting Industry
Representative on the Allergenic Products
Advisory Committee and Request for
Nominations for a Nonvoting Industry
Representative on the Allergenic Products
Advisory Committee

6/28/2007

null date

6/28/2007

E7-12527

FDA

FDA-2007-0348

FDA-2007-0348-0001

Dermatologic and Ophthalmic Drugs Advisory
Committee and the Drug Safety and Risk
Management Advisory Committee; Notice of
Meeting

6/28/2007

null date

6/28/2007

E7-12501

FDA

FDA-2007-0349

FDA-2007-0349-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Institutional Review Boards

6/28/2007

null date

6/28/2007

E7-12496

FDA

FDA-2007-0350

FDA-2007-0350-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request; Pre-
market Approval of Medical Devices

6/28/2007

null date

6/28/2007

E7-12502

FDA

FDA-2007-0351

FDA-2007-0351-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; General Licensing Provisions:
Biologics License Application, Changes to an
Approved Application, Labeling, Revocation and
Suspension, Postmarketing Studies Status
Reports, and Forms FDA 356h and 2567

6/28/2007

null date

6/28/2007

E7-12497

FDA

FDA-2007-0352

FDA-2007-0352-0001

Menley and James Laboratories, Inc. et al.;
Proposal to Withdraw Approval of Six New Drug
Applications; Opportunity for a Hearing

6/28/2007

null date

6/28/2007

E7-12494
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On January 15, 2008, the Food and Drug Administration (FDA) was implemented on Regulations.gov. The following documents are not accepting comments on FDA Data Migration Report and have been temporariliy
removed from Regulations.gov as part of FDA's data migration activities. You can continue to access these Federal Register documents at GPO Access page.
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error page. The Regulations.gov search index will be updated the weekend of January 19, 2008 to resolve this issue. Once this update is complete, Regulations.gov search results will no longer display the deleted FDA
documents. Please contact the FDMS Help Desk if you have any Please contact the FDMS Help Desk if you have any questions about FDA's data migration.
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Food and Dru

Administration (FDA)

FDA

FDA-2007-0353

FDA-2007-0353-0001

General and Plastic Surgery Devices;
Reclassification of the Tissue Adhesive for
Topical Approximation of Skin Device

7/3/2007

9/4/2007

7/3/2007

E7-12797

FDA

FDA-2007-0354

FDA-2007-0354-0001

Draft Guidance for Industry on Integrated
Summaries of Effectiveness and Safety: Location
Within the Common Technical Document;
Availability

7/3/2007

null date

7/3/2007

E7-12792

FDA

FDA-2007-0355

FDA-2007-0355-0001

Neurological Devices; Denial of Request for
Change in Classification of Cutaneous Electrode

null date

7/3/2007

E7-12882

FDA

FDA-2007-0356

FDA-2007-0356-0001

Medical Devices; Cardiovascular Devices; Denial
of Request for Change in Classification of
Impedance Plethysmograph

7/3/2007

null date

7/3/2007

E7-12883

FDA

FDA-2007-0357

FDA-2007-0357-0001

Program Priorities in the Center for Food Safety
and Applied Nutrition; Request for Comments

null date

7/3/2007

E7-12884

FDA

FDA-2007-0358

FDA-2007-0358-0001

Medical Devices; General Hospital and Personal
Use Devices; Classification of the Filtering
Facepiece Respirator for Use by the General
Public in Public Health Medical Emergencies;
Availability

7/3/2007

null date

7/3/2007

E7-12790

FDA

FDA-2007-0359

FDA-2007-0359-0001

Request for Nominations for Voting Members on
Public Advisory Panels or Committees

null date

7/3/2007

E7-12799

FDA

FDA-2007-0360

FDA-2007-0360-0001

Draft Guidance for Industry and Food and Drug
Administration Staff; Class Il Special Controls
Guidance Document: Tissue Adhesive for the
Topical Approximation of Skin; Availability

7/3/2007

null date

7/3/2007

E7-12795

FDA

FDA-2007-0361

FDA-2007-0361-0001

Clinical Studies of Safety and Effectiveness of
Orphan Products; Availability of Grants; Request
for Applications: RFA-FD08-001; Research
Project Grants (RO1); Catalog of Federal
Domestic Assistance Number: 93.103

7/3/2007

null date

7/3/2007

E7-12881

FDA

FDA-2007-0362

FDA-2007-0362-0001

Medical Devices; General Hospital and Personal
Use Devices; Classification of the Filtering
Facepiece Respirator for Use by the General
Public in Public Health Medical Emergencies

7/3/2007

null date

7/3/2007

E7-12789

FDA

FDA-2007-0363

FDA-2007-0363-0001

New Animal Drugs; Change of Sponsors Name;
Liquid Crystalline Trypsin, Peru Balsam, Castor
Oil

5/1/2007

null date

7/5/2007

E7-13010
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On January 15, 2008, the Food and Drug Administration (FDA) was implemented on Regulations.gov. The following documents are not accepting comments on FDA Data Migration Report and have been temporariliy
removed from Regulations.gov as part of FDA's data migration activities. You can continue to access these Federal Register documents at GPO Access page.

Attention: The temporarily deleted FDA documents will continue to appear in the search results on Regulations.gov until Monday, January 21, 2008. Selecting a document link for such and FDA document will result in an
error page. The Regulations.gov search index will be updated the weekend of January 19, 2008 to resolve this issue. Once this update is complete, Regulations.gov search results will no longer display the deleted FDA
documents. Please contact the FDMS Help Desk if you have any Please contact the FDMS Help Desk if you have any questions about FDA's data migration.
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Food and Dru

Administration (FDA)

FDA

FDA-2007-0364

FDA-2007-0364-0001

Medical Devices: The Mammography Quality
Standards Act of 1992 and Subsequent
Mammography Quality Standards Reauthorization
Act and Amendments; Inspection Fees

7/6/2007

null date

7/6/2007

E7-13044

FDA

FDA-2007-0365

FDA-2007-0365-0001

Cooperative Agreement to Support the Joint
Institute for Food Safety and Applied Nutrition

7/6/12007

null date

7/6/2007

E7-13046

FDA

FDA-2007-0366

FDA-2007-0366-0001

Guidance for Industry on ANDAs: Pharmaceutical
Solid Polymorphism; Chemistry, Manufacturing,
and Controls Information; Availability

7/9/2007

null date

7/9/2007

E7-13171

FDA

FDA-2007-0367

FDA-2007-0367-0001

Nippon Oil Corp.; Filing of Color Additive Petition

7/9/2007

null date

7/9/2007

07-13161

FDA

FDA-2007-0368

FDA-2007-0368-0001

Draft Guidance for Industry: Preparation of
Investigational Device Exemptions and
Investigational New Drug Applications for
Products Intended to Repair or Replace Knee
Cartilage; Availability

7/9/2007

null date

7/9/2007

E7-13162

FDA

FDA-2007-0369

FDA-2007-0369-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Presubmission Conferences, New Animal Drug
Applications and Supporting Regulations and
Guidance 152, and Form FDA 356V

7/9/2007

null date

7/9/2007

E7-13195

FDA

FDA-2007-0370

FDA-2007-0370-0001

Otsuka Pharmaceutical Co., Ltd.; Withdrawal of
Approval of a New Drug Application; Correction

9/1/2007

null date

7/9/2007

E7-13160

FDA

FDA-2007-0371

FDA-2007-0371-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request, Patent
Term Restoration, Due Diligence Petitions, Filing,
Format, and Content of Petitions

7/9/2007

null date

7/9/2007

E7-13269

FDA

FDA-2007-0372

FDA-2007-0372-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Procedures for the Safe and
Sanitary Processing and Importing of Fish and
Fishery Products

7/9/2007

null date

7/9/2007

E7-13153

FDA

FDA-2007-0373

FDA-2007-0373-0001

Draft Guidance for Industry: Evidence-Based
Review System for the Scientific Evaluation of
Health Claims; Availability

7/9/2007

9/7/2007

7/9/2007

E7-13274

105 of 132




On January 15, 2008, the Food and Drug Administration (FDA) was implemented on Regulations.gov. The following documents are not accepting comments on FDA Data Migration Report and have been temporariliy
removed from Regulations.gov as part of FDA's data migration activities. You can continue to access these Federal Register documents at GPO Access page.

Attention: The temporarily deleted FDA documents will continue to appear in the search results on Regulations.gov until Monday, January 21, 2008. Selecting a document link for such and FDA document will result in an
error page. The Regulations.gov search index will be updated the weekend of January 19, 2008 to resolve this issue. Once this update is complete, Regulations.gov search results will no longer display the deleted FDA
documents. Please contact the FDMS Help Desk if you have any Please contact the FDMS Help Desk if you have any questions about FDA's data migration.
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Food and Dru

Administration (FDA)

FDA

FDA-2007-0374

FDA-2007-0374-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request; Medical
Devices: Current Good Manufacturing Practice
Quality System Regulations

7/9/2007

null date

7/9/2007

E7-13152

FDA

FDA-2007-0375

FDA-2007-0375-0001

New Animal Drugs For Use in Animal Feeds;
lvermectin

null date

7/10/2007

E7-13369

FDA

FDA-2007-0376

FDA-2007-0376-0001

Oral Dosage Form New Animal Drugs; Deracoxib

null date

7/10/2007

E7-13372

FDA

FDA-2007-0377

FDA-2007-0377-0001

Determination That ARISTOCORT FORTE
Injectable Suspension (Triamcinolone Diacetate),
40 Milligrams per Milliliter, Was Not Withdrawn
From Sale for Reasons of Safety or Effectiveness

7/11/2007

null date

7/11/2007

E7-13416

FDA

FDA-2007-0378

FDA-2007-0378-0001

Antiviral Drugs Advisory Committee; Notice of
Meeting

null date

7/12/2007

E7-13560

FDA

FDA-2007-0379

FDA-2007-0379-0001

Global Harmonization Task Force, Study Groups
1 and 5; New Proposed and Final Documents;
Availability

7/13/2007

null date

7/13/2007

07-13664

FDA

FDA-2007-0380

FDA-2007-0380-0001

International Conference on Harmonisation; Draft
Guidance on Q10 Pharmaceutical Quality
System; Availability

7/13/2007

null date

7/13/2007

E7-13667

FDA

FDA-2007-0381

FDA-2007-0381-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; FDA Survey
of Current Manufacturing Practices in the Food
Industry

7/19/2007

null date

7/19/2007

E7-13951

FDA

FDA-2007-0382

FDA-2007-0382-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Threshold of Regulation for
Substances Used in Food-Contact Articles

7/19/2007

null date

7/19/2007

E7-14014

FDA

FDA-2007-0383

FDA-2007-0383-0001

Determination That Brethine (Terbutaline Sulfate)
Injection Was Not Withdrawn From Sale for
Reasons of Safety or Effectiveness

7/19/2007

null date

7/19/2007

E7-13950

FDA

FDA-2007-0384

FDA-2007-0384-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; FDA Survey
of Physicians Perceptions of the Impact of Early
Risk Communication About Medical Products

7/19/2007

null date

7/19/2007

E7-14015
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On January 15, 2008, the Food and Drug Administration (FDA) was implemented on Regulations.gov. The following documents are not accepting comments on FDA Data Migration Report and have been temporariliy
removed from Regulations.gov as part of FDA's data migration activities. You can continue to access these Federal Register documents at GPO Access page.

Attention: The temporarily deleted FDA documents will continue to appear in the search results on Regulations.gov until Monday, January 21, 2008. Selecting a document link for such and FDA document will result in an
error page. The Regulations.gov search index will be updated the weekend of January 19, 2008 to resolve this issue. Once this update is complete, Regulations.gov search results will no longer display the deleted FDA
documents. Please contact the FDMS Help Desk if you have any Please contact the FDMS Help Desk if you have any questions about FDA's data migration.
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Food and Dru

Administration (FDA)

FDA

FDA-2007-0385

FDA-2007-0385-0001

Draft Guidance for Industry and Food and Drug
Administration Staff; Pulse Oximeters--Premarket
Notification Submissions [510(k)s]; Availability

7/19/2007

null date

7/19/2007

E7-14012

FDA

FDA-2007-0386

FDA-2007-0386-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Experimental Study of Possible
Footnotes and Cueing Schemes to Help
Consumers Interpret Quantitative Trans Fat
Disclosures on the Nutrition Facts Panel

7/19/2007

null date

7/19/2007

E7-14011

FDA

FDA-2007-0387

FDA-2007-0387-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Experimental Study of Trans
Fat Claims on Foods

7/19/2007

null date

7/19/2007

E7-14010

FDA

FDA-2007-0388

FDA-2007-0388-0001

Food Additives Permitted in Feed and Drinking
Water of Animals; Selenium Yeast

7/19/20007

8/20/2007

7/19/2007

E7-13954

FDA

FDA-2007-0389

FDA-2007-0389-0001

Irradiation in the Production, Processing and
Handling of Food

null date

7/19/2007

E7-13947

FDA

FDA-2007-0390

FDA-2007-0390-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Voluntary Registration of Cosmetic Product
Establishments

7/19/2007

null date

7/19/2007

E7-14013

FDA

FDA-2007-0391

FDA-2007-0391-0001

Draft Guidance for Industry and Food and Drug
Administration Staff; Premarket Notification
Submissions for Medical Devices That Include
Antimicrobial Agents; Availability

7/19/2007

null date

7/19/2007

E7-13952

FDA

FDA-2007-0392

FDA-2007-0392-0001

Joint Meeting of the Cardiovascular and Renal
Drugs Advisory Committee and the Drug Safety
and Risk Management Advisory Committee;
Notice of Meeting

7/20/2007

null date

7/20/2007

E7-14086

FDA

FDA-2007-0393

FDA-2007-0393-0001

Food Safety and Defense . . . Be ALERT; Public
Workshop

null date

7/20/2007

E7-14045

FDA

FDA-2007-0394

FDA-2007-0394-0001

Food Labeling: Use of Symbols to Communicate
Nutrition Information, Consideration of Consumer
Studies and Nutritional Criteria; Public Hearing;
Request for Comments

7/20/2007

null date

7/20/2007

E7-14046

FDA

FDA-2007-0395

FDA-2007-0395-0001

Blood Products Advisory Committee; Notice of
Meeting

null date

7/20/2007

E7-14088
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On January 15, 2008, the Food and Drug Administration (FDA) was implemented on Regulations.gov. The following documents are not accepting comments on FDA Data Migration Report and have been temporariliy
removed from Regulations.gov as part of FDA's data migration activities. You can continue to access these Federal Register documents at GPO Access page.

Attention: The temporarily deleted FDA documents will continue to appear in the search results on Regulations.gov until Monday, January 21, 2008. Selecting a document link for such and FDA document will result in an
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DOCUMENT ID

DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE

RIN

FR NUMBER

Food and Dru

Administration (FDA)

FDA

FDA-2007-0396

FDA-2007-0396-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request; Draft
Guidance for Industry: Cooperative
Manufacturing Arrangements for Licensed
Biologics

7/23/2007

null date

7/23/2007

E7-14149

FDA

FDA-2007-0397

FDA-2007-0397-0001

Joint Meeting of the Cardiovascular and Renal
Drugs Advisory Committee and the Drug Safety
and Risk Management Advisory Committee;
Notice of Meeting

7/23/2007

null date

7/23/2007

E7-14151

FDA

FDA-2007-0398

FDA-2007-0398-0001

Request for Notification From Industry
Organizations Interested in Participating in
Selection Process for Nonvoting Industry
Representatives on Public Advisory Panels or
Committees and Request for Nonvoting Industry
Representatives on Public Advisory Panels or
Committees

7/24/2007

null date

7/24/2007

E7-14206

FDA

FDA-2007-0399

FDA-2007-0399-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request; Color
Additive Certification Requests and
Recordkeeping

7/24/2007

null date

7/24/2007

E7-14201

FDA

FDA-2007-0400

FDA-2007-0400-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Mental
Models Study of Food Terrorism Risk Awareness

7/24/2007

null date

7/24/2007

E7-14200

FDA

FDA-2007-0401

FDA-2007-0401-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Hazard
Analysis and Critical Control Point Procedures for
the Safe and Sanitary Processing and Importing
of Juice

7/25/2007

null date

7/25/2007

E7-14403

FDA

FDA-2007-0402

FDA-2007-0402-0001

Guidance; Emergency Use Authorization of
Medical Products; Availability

null date

7/26/2007

07-03661

FDA

FDA-2007-0403

FDA-2007-0403-0001

Draft Guidance for Industry and Food and Drug
Administration Staff; In Vitro Diagnostic
Multivariate Index Assays; Availability

7/26/2007

null date

7/26/2007

07-03660

FDA

FDA-2007-0404

FDA-2007-0404-0001

Draft Guidance for Industry: Cell Selection
Devices for Point of Care Production of Minimally
Manipulated Autologous Peripheral Blood Stem
Cells; Availability

7/26/2007

null date

7/26/2007

07-03659
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DOCUMENT ID

DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE

RIN

FR NUMBER

Food and Dru

Administration (FDA)

FDA

FDA-2007-0405

FDA-2007-0405-0001

Circulatory System Devices Panel of the Medical
Devices Advisory Committee; Notice of Meeting

7/27/2007

null date

7/27/2007

E7-14600

FDA

FDA-2007-0406

FDA-2007-0406-0001

Advisory Committee; Risk Communication
Advisory Committee; Establishment

null date

7/27/2007

E7-14498

FDA

FDA-2007-0407

FDA-2007-0407-0001

Assuring Radiation Protection; Cooperative
Agreement; Request for Applications: RFA-FDA-
CDRH-07-004; Catalog of Federal Domestic
Assistance Number: 93.103

7/30/2007

null date

7/30/2007

E7-14610

FDA

FDA-2007-0408

FDA-2007-0408-0001

Food Substances Affirmed as Generally
Recognized as Safe in Feed and Drinking Water
of Animals; Ethyl Alcohol Containing Ethyl Acetate]

7/31/2007

null date

7/31/2007

E7-14700

FDA

FDA-2007-0409

FDA-2007-0409-0001

New Animal Drugs For Use in Animal Feeds;
Ractopamine and Tylosin

null date

7/31/2007

E7-14699

FDA

FDA-2007-0410

FDA-2007-0410-0001

Ophthalmic and Topical Dosage Form New
Animal Drugs; Emodepside and Praziquantel

null date

8/2/2007

E7-14945

FDA

FDA-2007-0411

FDA-2007-0411-0001

Animal Drug User Fee Rates and Payment
Procedures for Fiscal Year 2008

null date

8/2/2007

07-03782

FDA

FDA-2007-0412

FDA-2007-0412-0001

Implantation or Injectable Dosage Form New
Animal Drugs; Oxytetracycline Hydrochloride
Injection

null date

8/2/2007

E7-14950

FDA

FDA-2007-0413

FDA-2007-0413-0001

Food Safety and Security Monitoring Project--
Radiological Health; Availability of Cooperative
Agreements Under a Limited Competition;
Request for Applications: FD07-005; Catalog of
Federal Domestic Assistance Number: 93.448

8/3/2007

null date

8/3/2007

E7-15061

FDA

FDA-2007-0414

FDA-2007-0414-0001

Medical Devices; General and Plastic Surgery
Devices; Classification of Absorbable
Poly(hydroxybutyrate) Surgical Suture Produced
by Recombinant DNA Technology

8/3/2007

null date

8/3/2007

E7-15064

FDA

FDA-2007-0415

FDA-2007-0415-0001

Guidance for Industry and Food and Drug
Administration Staff; ““Class Il Special Controls
Guidance Document: Absorbable
Poly(hydroxybutyrate) Surgical Suture Produced
by Recombinant DNA Technology; Availability

8/3/2007

null date

8/3/2007

E7-15063

FDA

FDA-2007-0416

FDA-2007-0416-0001

Determination That Daranide (Dichlorphenamide)
Tablets, 50 Milligrams, Were Not Withdrawn

From Sale for Reasons of Safety or Effectiveness

8/6/2007

null date

8/6/2007

E7-15230
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DOCUMENT TITLE
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Food and Dru

Administration (FDA)

FDA

FDA-2007-0417

FDA-2007-0417-0001

Determination That PHOSLO (Calcium Acetate)
667-Milligram Tablet Was Not Withdrawn From
Sale for Reasons of Safety or Effectiveness

8/6/2007

null date

8/6/2007

E7-15172

FDA

FDA-2007-0418

FDA-2007-0418-0001

Determination That PHENERGAN (Promethazine
Hydrochloride) Suppositories, 12.5 Milligrams and
25 Milligrams, Were Not Withdrawn From Sale for
Reasons of Safety or Effectiveness

8/6/2007

null date

8/6/2007

E7-15174

FDA

FDA-2007-0419

FDA-2007-0419-0001

Determination That PREVACID NAPRAPAC
(Copackaged Lansoprazole Delayed-Release 15-
Milligram Capsules and Naproxen 250-Milligram
Tablets) Was Not Withdrawn From Sale for
Reasons of Safety or Effectiveness

8/7/2007

null date

8/7/2007

E7-15233

FDA

FDA-2007-0420

FDA-2007-0420-0001

Determination That DEXEDRINE
(Dextroamphetamine Sulfate) Oral Solution, 5
Milligrams per 5 Milliliters, Was Not Withdrawn
From Sale for Reasons of Safety or Effectiveness

8/7/2007

null date

8/7/2007

(Dextroam

E7-15236

FDA

FDA-2007-0421

FDA-2007-0421-0001

Summaries of Medical and Clinical Pharmacology
Reviews of Pediatric Studies; Availability

8/7/2007

null date

8/7/2007

E7-15234

FDA

FDA-2007-0422

FDA-2007-0422-0001

Determination That Methotrexate Injection, USP,
Preservative Free, Equivalent to 500 Milligrams

Base/20 Milliliters (25 Milligrams/ Milliliter), Was

Not Withdrawn From Sale for Reasons of Safety
or Effectiveness

8/8/2007

null date

8/8/2007

E7-15490

FDA

FDA-2007-0423

FDA-2007-0423-0001

Cooperative Agreement To Support the National
Alliance for Hispanic Health; Notice of Intent To
Accept and Consider a Single Source Application;
Availability of Funds for Fiscal Year 2007

8/8/2007

null date

8/8/2007

E7-15491

FDA

FDA-2007-0424

FDA-2007-0424-0001

Guidance for Industry: Class Il Special Controls
Guidance Document: In Vitro Human
Immunodeficiency Virus Drug Resistance
Genotype Assay; Availability

8/8/2007

null date

8/8/2007

E7-15477

FDA

FDA-2007-0425

FDA-2007-0425-0001

Guidance for Industry: Adequate and Appropriate
Donor Screening Tests for Hepatitis B; Hepatitis
B Surface Antigen Assays Used to Test Donors of
Whole Blood and Blood Components, Including
Source Plasma and Source Leukocytes;

Availability

8/8/2007

null date

8/8/2007

E7-15472
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DOCUMENT TITLE

COMMENT START
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RIN
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Food and Dru

Administration (FDA)

FDA

FDA-2007-0426

FDA-2007-0426-0001

Medical Devices: Immunology and Microbiology
Devices: Classification of In Vitro Human
Immunodeficiency Virus Drug Resistance
Genotype Assay

8/8/2007

null date

8/8/2007

E7-15475

FDA

FDA-2007-0427

FDA-2007-0427-0001

Determination That MIVACRON (Mivacurium
Chloride) Injection Equivalent to 2 Milligrams
Base/Milliliter Was Not Withdrawn From Sale for
Reasons of Safety or Effectiveness

8/8/2007

null date

8/8/2007

E7-15488

FDA

FDA-2007-0428

FDA-2007-0428-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Requirements for Submission
of Labeling for Human Prescription Drugs and
Biologics in Electronic Format

8/10/2007

null date

8/10/2007

E7-15614

FDA

FDA-2007-0429

FDA-2007-0429-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Environmental Impact
Considerations

8/10/2007

null date

8/10/2007

E7-15612

FDA

FDA-2007-0430

FDA-2007-0430-0001

Implantation or Injectable Dosage Form New
Animal Drugs; Ampicillin Sodium

null date

8/13/2007

E7-15761

FDA

FDA-2007-0431

FDA-2007-0431-0001

Preparation for International Cooperation on
Cosmetics Regulations Meeting in Brussels,
Belgium; Notice of Public Meeting

8/13/2007

null date

8/13/2007

07-03954

FDA

FDA-2007-0432

FDA-2007-0432-0001

Certain Other Dosage Form New Animal Drugs;
Formalin

null date

8/13/2007

E7-15763

FDA

FDA-2007-0433

FDA-2007-0433-0001

Preparation for International Conference on
Harmonization Meetings in Yokohama, Japan;
Public Meeting

8/13/2007

null date

8/13/2007

07-15803

FDA

FDA-2007-0434

FDA-2007-0434-0001

Determination That ORUDIS KT (Ketoprofen)
Tablets, 12.5 Milligrams, Were Not Withdrawn
From Sale for Reasons of Safety or Effectiveness

8/14/2007

null date

8/14/2007

E7-15843

FDA

FDA-2007-0435

FDA-2007-0435-0001

Listing of Color Additives Subject to Certification;
D&C Black No. 3; Confirmation of Effective Date

null date

8/14/2007

07-15831

FDA

FDA-2007-0436

FDA-2007-0436-0001

Cardiovascular and Renal Drugs Advisory
Committee; Notice of Meeting

null date

8/14/2007

E7-15834

FDA

FDA-2007-0437

FDA-2007-0437-0001

Guidance for Industry on Exports Under the Food
and Drug Administration Export Reform and
Enhancement Act of 1996; Availability

8/14/2007

null date

8/14/2007

E7-15840

111 of 132




On January 15, 2008, the Food and Drug Administration (FDA) was implemented on Regulations.gov. The following documents are not accepting comments on FDA Data Migration Report and have been temporariliy
removed from Regulations.gov as part of FDA's data migration activities. You can continue to access these Federal Register documents at GPO Access page.

Attention: The temporarily deleted FDA documents will continue to appear in the search results on Regulations.gov until Monday, January 21, 2008. Selecting a document link for such and FDA document will result in an
error page. The Regulations.gov search index will be updated the weekend of January 19, 2008 to resolve this issue. Once this update is complete, Regulations.gov search results will no longer display the deleted FDA
documents. Please contact the FDMS Help Desk if you have any Please contact the FDMS Help Desk if you have any questions about FDA's data migration.

Food and Dru

Administration (FDA) -- 1547 Documents

AGENCY

<www.regulations.gov>
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<www.regulations.gov>

DOCUMENT ID

DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE

RIN

FR NUMBER

Food and Dru

Administration (FDA)

FDA

FDA-2007-0438

FDA-2007-0438-0001

Clinical Development Programs for Human Drugs,
Biological Products, and Medical Devices for the
Treatment and Prevention of Osteoarthritis;
Request for Assistance

8/14/2007

null date

8/14/2007

E7-15844

FDA

FDA-2007-0439

FDA-2007-0439-0001

Workshop to Discuss Development of a Womens
Health Information Sharing Network

null date

8/15/2007

E7-15944

FDA

FDA-2007-0440

FDA-2007-0440-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Control of
Communicable Diseases; Restrictions on African
Rodents, Prairie Dogs, and Certain Other
Animals

8/15/2007

null date

8/15/2007

E7-15939

FDA

FDA-2007-0441

FDA-2007-0441-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request; Current
Good Manufacturing Practice Regulations for
Type A Medicated Articles

8/16/2007

null date

8/16/2007

E7-16087

FDA

FDA-2007-0442

FDA-2007-0442-0003

Revisions to the Requirements Applicable to
Blood, Blood Components and Source Plasma;
Correction

9/24/2007

null date

9/24/2007

E7-18799

FDA

FDA-2007-0442

FDA-2007-0442-0002

Revisions to the Requirements Applicable to
Blood, Blood Components, and Source Plasma;
Companion Document to Direct Final Rule

8/16/2007

10/30/2007

8/16/2007

E7-15942

FDA

FDA-2007-0442

FDA-2007-0442-0001

Revisions to the Requirements Applicable to
Blood, Blood Components and Source Plasma

8/16/2007

10/30/2007

8/16/2007

E7-15943

FDA

FDA-2007-0442

FDA-2007-0442-0004

Revisions to the Requirements Applicable to
Blood, Blood Components, and Source Plasma;
Companion Document to Direct Final Rule;
Correction

9/24/2007

10/30/2007

9/24/2007

E7-18802

FDA

FDA-2007-0443

FDA-2007-0443-0001

Joint Meeting of the Nonprescription Drugs
Advisory Committee and the Pediatric Advisory
Committee; Notice of Meeting

8/16/2007

null date

8/16/2007

E7-16169

FDA

FDA-2007-0444

FDA-2007-0444-0001

Processing Methods for Orthopedic,
Cardiovascular, and Skin Allografts; Public
Workshop

null date

8/16/2007

E7-16182

FDA

FDA-2007-0445

FDA-2007-0445-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request; Current
Good Manufacturing Practice Regulations for
Medicated Feeds

8/16/2007

null date

8/16/2007

E7-16088

FDA

FDA-2007-0446

FDA-2007-0446-0001

Food Labeling: Safe Handling Statements:
Labeling of Shell Eggs

null date

8/20/2007

0910-ZA23

E7-16272
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DOCUMENT ID

DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE
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Food and Dru

Administration (FDA)

FDA

FDA-2007-0447

FDA-2007-0447-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Guidance for Industry on Pharmacogenomic Data
Submissions; Extension

8/21/2007

null date

8/21/2007

E7-16470

FDA

FDA-2007-0448

FDA-2007-0448-0001

Medical Devices 101: An Educational Forum;
Public Workshop

null date

8/21/2007

E7-16375

FDA

FDA-2007-0449

FDA-2007-0449-0001

Food Additives Permitted for Direct Addition to
Food for Human Consumption; Glycerol Ester of
Tall Oil Rosin

8/22/2007

9/21/2007

8/22/2007

E7-16558

FDA

FDA-2007-0450

FDA-2007-0450-0001

Agency information collection activities;
proposals, submissions, and approvals

8/22/2007

null date

8/22/2007

E7-16603

FDA

FDA-2007-0451

FDA-2007-0451-0001

Agency Information Collection Activities:
Proposed Collection; Comment Request;
Registration of Producers of Drugs and Listing of
Drugs in Commercial Distribution

8/24/2007

null date

8/24/2007

E7-16795

FDA

FDA-2007-0452

FDA-2007-0452-0001

““Guidance for Industry: “Lookback for Hepatitis C
Virus (HCV): Product Quarantine, Consignee
Notification, Further Testing, Product Disposition,
and Notification of Transfusion Recipients Based
on Donor Test Results Indicating Infection with
HCV; Availability

8/24/2007

null date

8/24/2007

E7-16605

FDA

FDA-2007-0453

FDA-2007-0453-0001

Medical Devices Regulated by the Center for
Biologics Evaluation and Research; Availability of
Summaries of Safety and Effectiveness Data for
Premarket Approval Applications

8/24/2007

null date

8/24/2007

E7-16706

FDA

FDA-2007-0454

FDA-2007-0454-0001

Current Good Manufacturing Practice for Blood
and Blood Components; Notification of
Consignees and Transfusion Recipients
Receiving Blood and Blood Components at
Increased Risk of Transmitting Hepatitis C Virus
Infection (**Lookback)

8/24/2007

null date

8/24/2007

0910-AB76

E7-16607

FDA

FDA-2007-0455

FDA-2007-0455-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Manufactured Food Regulatory
Program Standards

8/24/2007

null date

8/24/2007

E7-16708

FDA

FDA-2007-0456

FDA-2007-0456-0001

Sunscreen Drug Products for Over-the-Counter
Human Use; Proposed Amendment of Final
Monograph

8/27/2007

11/26/2007

8/27/2007

0910-AF43

07-04131
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<www.regulations.gov>

DOCUMENT ID

DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE
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Food and Dru

Administration (FDA)

FDA

FDA-2007-0456

FDA-2007-0456-0002

Sunscreen Drug Products for Over-The-Counter
Human Use; Proposed Amendment of Final
Monograph; Extension of Comment Period

11/28/2007

12/26/2007

11/28/2007

0910-AF43

07-05853

FDA

FDA-2007-0457

FDA-2007-0457-0001

Preparation for International Conference on
Harmonization Meetings in Yokohama, Japan;
Public Meeting; Correction

8/27/2007

null date

8/27/2007

E7-16892

FDA

FDA-2007-0458

FDA-2007-0458-0001

Withdrawal of Approval of a New Animal Drug
Application; Bacitracin Zinc

null date

8/29/2007

E7-16985

FDA

FDA-2007-0459

FDA-2007-0459-0001

New Animal Drugs For Use in Animal Feeds;
Withdrawal of Approval of a New Animal Drug
Application; Bacitracin Zinc

8/28/2007

null date

8/28/2007

E7-16984

FDA

FDA-2007-0460

FDA-2007-0460-0001

Companion to Guidance for Industry on
Pharmacogenomic Data; Availability

null date

8/29/2007

E7-17103

FDA

FDA-2007-0461

FDA-2007-0461-0001

Draft Guidance for Industry: Evidence-Based
Review System for the Scientific Evaluation of
Health Claims; Availability; Correction

8/29/2007

null date

8/29/2007

E7-17038

FDA

FDA-2007-0462

FDA-2007-0462-0001

Organization, functions, and authority
delegations: Office of the Commissioner

null date

8/30/2007

07-04259

FDA

FDA-2007-0463

FDA-2007-0463-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Administrative Procedures for the
Clinical Laboratory Improvement Amendments of
1998 Categorization; Correction

8/30/2007

null date

8/30/2007

E7-17153

FDA

FDA-2007-0464

FDA-2007-0464-0001

Presidential Interagency Working Group on
Import Safety; Public Meeting

null date

8/31/2007

E7-17305

FDA

FDA-2007-0465

FDA-2007-0465-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request; Medical
Devices: Recommended Glossary and
Educational Outreach to Support Use of Symbols
on Labels and in Labeling of In Vitro Diagnostic
Devices Intended for Professional Use

8/31/2007

null date

8/31/2007

E7-17217

FDA

FDA-2007-0466

FDA-2007-0466-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Adverse
Event Pilot Program for Medical Products
(Formally Medical Device Adverse Event
Reporting Program)

9/6/2007

null date

9/6/2007

E7-17562
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removed from Regulations.gov as part of FDA's data migration activities. You can continue to access these Federal Register documents at GPO Access page.

Attention: The temporarily deleted FDA documents will continue to appear in the search results on Regulations.gov until Monday, January 21, 2008. Selecting a document link for such and FDA document will result in an
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documents. Please contact the FDMS Help Desk if you have any Please contact the FDMS Help Desk if you have any questions about FDA's data migration.

Food and Dru

Administration (FDA) -- 1547 Documents

AGENCY

<www.regulations.gov>

DOCKET ID

<www.regulations.gov>

DOCUMENT ID

DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE

RIN
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Food and Dru

Administration (FDA)

FDA

FDA-2007-0467

FDA-2007-0467-0001

Determination That MILTOWN (Meprobamate)
Tablets and Five Other Drug Products Were Not
Withdrawn From Sale for Reasons of Safety or
Effectiveness

9/6/2007

null date

9/6/2007

E7-17566

FDA

FDA-2007-0468

FDA-2007-0468-0001

Implantation or Injectable Dosage Form New
Animal Drugs; Dexmedetomidine

null date

9/7/2007

E7-17696

FDA

FDA-2007-0469

FDA-2007-0469-0001

Implantation or Injectable Dosage Form New
Animal Drugs; Etodolac

null date

9/7/2007

E7-17645

FDA

FDA-2007-0470

FDA-2007-0470-0001

““Guidance for Industry: Manufacturing Biological
Intermediates and Biological Drug Substances
Using Spore-Forming Microorganisms; Availability

9/7/2007

null date

9/7/2007

E7-17709

FDA

FDA-2007-0471

FDA-2007-0471-0001

Memorandum of Understanding Between the
Food and Drug Administration and the University
System of Maryland

9/7/2007

null date

9/7/2007

07-04404

FDA

FDA-2007-0472

FDA-2007-0472-0001

National Mammography Quality Assurance
Advisory Committee; Notice of Meeting

9/11/2007

null date

9/11/2007

E7-17795

FDA

FDA-2007-0473

FDA-2007-0473-0001

Food and Drug Administration Modernization Act
of 1997: Modifications to the List of Recognized
Standards, Recognition List Number: 018

9/12/2007

null date

9/12/2007

E7-18021

FDA

FDA-2007-0474

FDA-2007-0474-0001

Circulatory System Devices Panel of the Medical
Devices Advisory Committee; Notice of Meeting

9/12/2007

null date

9/12/2007

E7-17983

FDA

FDA-2007-0475

FDA-2007-0475-0001

Cardiovascular and Renal Drugs Advisory
Committee; Amendment of Notice

9/12/2007

null date

9/12/2007

E7-18031

FDA

FDA-2007-0476

FDA-2007-0476-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Information
From United States Processors That Export to
the European Community

9/12/2007

null date

9/12/2007

E7-18033

FDA

FDA-2007-0477

FDA-2007-0477-0001

Medical Devices; Availability of Safety and
Effectiveness Summaries for Premarket Approval
Applications

9/13/2007

null date

9/13/2007

E7-18034

FDA

FDA-2007-0478

FDA-2007-0478-0001

Guidance for Industry and Food and Drug
Administration Staff; Commercially Distributed
Analyte Specific Reagents: Frequently Asked
Questions; Availability

9/14/2007

null date

9/14/2007

E7-18108
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DOCUMENT ID

DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE

RIN

FR NUMBER

Food and Dru

Administration (FDA)

FDA

FDA-2007-0479

FDA-2007-0479-0001

Draft Guidance for Industry, Clinical Laboratories,
and Food and Drug Administration Staff on In
Vitro Diagnostic Multivariate Index Assays;
Reopening of the Comment Period

9/17/2007

null date

9/17/2007

E7-18221

FDA

FDA-2007-0480

FDA-2007-0480-0001

Food Labeling; Health Claims; Dietary
Noncariogenic Carbohydrate Sweeteners and
Dental Caries

9/17/2007

12/3/2007

9/17/2007

E7-18196

FDA

FDA-2007-0481

FDA-2007-0481-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Premarket
Approval of Medical Devices

9/17/2007

null date

9/17/2007

E7-18222

FDA

FDA-2007-0482

FDA-2007-0482-0001

Use of Ozone-Depleting Substances; Removal of
Essential-Use Designation (Epinephrine)

9/20/2007

11/19/2007

9/20/2007

0910-AF92

07-04663

FDA

FDA-2007-0482

FDA-2007-0482-0002

Use of Ozone-Depleting Substances; Removal of
Essential-Use Designation (Epinephrine); Public
Meeting; Extension of Comment Period

11/8/2007

12/19/2007

11/8/2007

0910-AF92

07-05593

FDA

FDA-2007-0483

FDA-2007-0483-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Medical
Devices: Current Good Manufacturing Practice
Quality System Regulations

9/20/2007

null date

9/20/2007

E7-18582

FDA

FDA-2007-0484

FDA-2007-0484-0001

Educational Workshops on Current Good
Manufacturing Practices; Public Workshops

9/20/2007

null date

9/20/2007

E7-18556

FDA

FDA-2007-0485

FDA-2007-0485-0001

Agency Information Collection Activities:
Proposed Collection; Comment Request;
Radioactive Drug Research Committees

9/21/2007

null date

9/21/2007

E7-18646

FDA

FDA-2007-0486

FDA-2007-0486-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Pharmaceutical Development
Study

9/21/2007

null date

9/21/2007

E7-18641

FDA

FDA-2007-0487

FDA-2007-0487-0001

Information Technology Strategic Planning; Public
Meeting

9/21/2007

null date

9/21/2007

07-04692

FDA

FDA-2007-0488

FDA-2007-0488-0001

Draft Guidance for Industry: Microbiological
Considerations for Antimicrobial Food Additive
Submissions; Availability

9/25/2007

null date

9/24/2007

E7-18816

FDA

FDA-2007-0489

FDA-2007-0489-0001

Implantation or Injectable Dosage Form New
Animal Drugs; Tulathromycin

9/26/2007

null date

9/26/2007

E7-18983

FDA

FDA-2007-0490

FDA-2007-0490-0001

Request for Nominations for Voting Members on
Public Advisory Committee, Veterinary Medicine
Advisory Committee

9/27/2007

null date

9/27/2007

E7-19130
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Food and Dru

Administration (FDA)

FDA

FDA-2007-0491

FDA-2007-0491-0001

Guidance for Industry: Toxicity Grading Scale for
Healthy Adult and Adolescent Volunteers Enrolled
in Preventive Vaccine Clinical Trials; Availability

9/27/2007

null date

9/27/2007

E7-19155

FDA

FDA-2007-0492

FDA-2007-0492-0001

Joint Meeting of the Nonprescription Drugs
Advisory Committee and the Pediatric Advisory
Committee; Amendment of Notice

10/1/2007

null date

10/1/2007

E7-19332

FDA

FDA-2007-0493

FDA-2007-0493-0001

Drug Products Containing Hydrocodone;
Enforcement Action Dates

10/1/2007

null date

10/1/2007

E7-19340

FDA

FDA-2007-0494

FDA-2007-0494-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Submission of Petitions: Food
Additive, Color Additive (Including Labeling), and
Generally Recognized as Safe Affirmation;
Electronic Submission Using Food and Drug
Administration Forms 3503 and 3504

10/2/2007

null date

10/2/2007

E7-19350

FDA

FDA-2007-0495

FDA-2007-0495-0001

Science Board to the Food and Drug
Administration; Notice of Meeting

10/2/2007

null date

10/2/2007

E7-19349

FDA

FDA-2007-0496

FDA-2007-0496-0001

Guidance for Industry: Recommended Study
Design and Evaluation of Effectiveness Studies
for Swine Respiratory Disease Claims; Availability

10/2/2007

null date

10/2/2007

E7-19412

FDA

FDA-2007-0497

FDA-2007-0497-0001

Agency Emergency ProcessingUnder OMB
Review; Medical Device User Fee Amendments
of 2007; Foreign Small Business Qualification
Certification Form FDA 3602A

10/2/2007

null date

10/2/2007

E7-19411

FDA

FDA-2007-0498

FDA-2007-0498-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Human Tissue Intended for
Transplantation

10/3/2007

null date

10/3/2007

E7-19457

FDA

FDA-2007-0499

FDA-2007-0499-0001

Nominations for Membership on the Board of
Directors of the Reagan-Udall Foundation From
Consumer Advocacy Groups, Professional
Scientific and Medical Societies, and Industry
Trade Organizations

10/3/2007

null date

10/3/2007

07-04882

FDA

FDA-2007-0500

FDA-2007-0500-0001

Electronic Nonclinical Study Data Submission;
Notice of Pilot Project

10/3/2007

null date

10/3/2007

E7-19468
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On January 15, 2008, the Food and Drug Administration (FDA) was implemented on Regulations.gov. The following documents are not accepting comments on FDA Data Migration Report and have been temporariliy
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DOCUMENT ID

DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE

RIN

FR NUMBER

Food and Dru

Administration (FDA)

FDA

FDA-2007-0501

FDA-2007-0501-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Human Cells, Tissues, and
Cellular and Tissue-Based Products:
Establishment Registration and Listing; Form
Food and Drug Administration 3356; Eligibility
Determination for Donors; and Current Good
Tissue Practice

10/3/2007

null date

10/3/2007

E7-19454

FDA

FDA-2007-0502

FDA-2007-0502-0001

Guidance for Industry and Food and Drug
Administration Staff; Biological Indicator
Premarket Notification Submissions; Availability

10/4/2007

null date

10/4/2007

E7-19573

FDA

FDA-2007-0503

FDA-2007-0503-0001

Dean Foods Co.; Filing of Food Additive Petition

10/4/2007

null date

10/4/2007

07-19576

FDA

FDA-2007-0504

FDA-2007-0504-0001

Draft Guidance for Industry and Food and Drug
Administration Staff; Class Il Special Controls
Guidance Document: Electrocardiograph
Electrodes; Availability

10/4/2007

null date

10/4/2007

E7-19578

FDA

FDA-2007-0505

FDA-2007-0505-0001

Medical Devices; Cardiovascular Devices;
Electrocardiograph Electrode; Designation of
Special Controls

10/4/2007

1/2/2008

10/4/2007

E7-19580

FDA

FDA-2007-0506

FDA-2007-0506-0001

Behind the Counter Availability of Certain Drugs;
Public Meeting

10/4/2007

null date

10/4/2007

E7-19329

FDA

FDA-2007-0507

FDA-2007-0507-0001

Establishing a Docket for the Development of
Safety and Effectiveness Assessments of
Vaccines Used for Pandemic Influenza;
Availability

10/4/2007

null date

10/4/2007

E7-19577

FDA

FDA-2007-0508

FDA-2007-0508-0001

New Animal Drugs; Ractopamine

10/5/2007

null date

10/5/2007

E7-19732

FDA

FDA-2007-0509

FDA-2007-0509-0001

Implantation or Injectable Dosage Form New
Animal Drugs; Polysulfated Glycosaminoglycan

10/5/2007

null date

10/5/2007

E7-19729

FDA

FDA-2007-0510

FDA-2007-0510-0001

New Animal Drugs; Florfenicol

10/9/2007

null date

10/9/2007

E7-19853

FDA

FDA-2007-0511

FDA-2007-0511-0001

Menley and James Laboratories, Inc. et al.;
Withdrawal of Approval of Six New Drug
Applications

10/10/2007

null date

10/10/2007

E7-19865

FDA

FDA-2007-0512

FDA-2007-0512-0001

Medical Device User Fee and Modernization Act;
Notice to Public of Web Location of 2008
Proposed Guidance Development; Establishment
of a Public Docket

10/10/2007

null date

10/10/2007

E7-19864
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On January 15, 2008, the Food and Drug Administration (FDA) was implemented on Regulations.gov. The following documents are not accepting comments on FDA Data Migration Report and have been temporariliy
removed from Regulations.gov as part of FDA's data migration activities. You can continue to access these Federal Register documents at GPO Access page.
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DOCUMENT TITLE

COMMENT START
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Food and Dru

Administration (FDA)

FDA

FDA-2007-0513

FDA-2007-0513-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Patent Term
Restoration, Due Diligence Petitions, Filing,
Format, and Content of Petitions

10/11/2007

null date

10/11/2007

E7-20070

FDA

FDA-2007-0514

FDA-2007-0514-0001

Quality System Regulation Educational Forum on
Design Controls; Public Workshop

10/11/2007

null date

10/11/2007

E7-20077

FDA

FDA-2007-0515

FDA-2007-0515-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Generic
Food and Drug Administration Rapid Response
Surveys

10/11/2007

null date

10/11/2007

E7-20067

FDA

FDA-2007-0516

FDA-2007-0516-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Toll-Free Number for Consumer
Reporting of Drug Product Side Effects:
Comprehension

10/11/2007

null date

10/11/2007

E7-20075

FDA

FDA-2007-0517

FDA-2007-0517-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Institutional
Review Boards

10/11/2007

null date

10/11/2007

E7-20063

FDA

FDA-2007-0518

FDA-2007-0518-0001

Draft Guidance for Industry and Food and Drug
Administration Staff; Class Il Special Controls
Guidance Document: Electrocardiograph
Electrodes; Availability; Correction

10/12/2007

null date

10/12/2007

E7-20183

FDA

FDA-2007-0519

FDA-2007-0519-0001

Medical Device User Fee Rates for Fiscal Year
2008

10/12/2007

null date

10/12/2007

07-05051

FDA

FDA-2007-0520

FDA-2007-0520-0001

Prescription Drug User Fee Rates for Fiscal Year
2008

10/12/2007

null date

10/12/2007

07-05052

FDA

FDA-2007-0521

FDA-2007-0521-0001

In Vitro Analysis of Cell/Scaffold Medical
Products; Public Workshop

10/12/2007

null date

10/12/2007

E7-20191

FDA

FDA-2007-0522

FDA-2007-0522-0001

Pediatric Advisory Committee; Notice of Meeting

10/15/2007

null date

10/15/2007

E7-20302

FDA

FDA-2007-0523

FDA-2007-0523-0001

Draft Guidance for Industry: Questions and
Answers Regarding Adverse Event Reporting and
Recordkeeping for Dietary Supplements as
Required by the Dietary Supplement and
Nonprescription Drug Consumer Protection Act;
Availability

10/15/2007

null date

10/15/2007

07-05074
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On January 15, 2008, the Food and Drug Administration (FDA) was implemented on Regulations.gov. The following documents are not accepting comments on FDA Data Migration Report and have been temporariliy
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Food and Dru

Administration (FDA)

FDA

FDA-2007-0524

FDA-2007-0524-0001

Draft Guidance for Industry on Postmarketing
Adverse Event Reporting for Nonprescription
Human Drug Products Marketed Without an
Approved Application; Availability

10/15/2007

null date

10/15/2007

07-05073

FDA

FDA-2007-0525

FDA-2007-0525-0001

Draft Guidance for Industry on Antibacterial Drug
Products: Use ofNoninferiority Studies to Support
Approval; Availability

10/15/2007

null date

10/15/2007

E7-20282

FDA

FDA-2007-0526

FDA-2007-0526-0001

Pediatric Advisory Committee; Notice of Meeting

10/15/2007

null date

10/15/2007

E7-20304

FDA

FDA-2007-0527

FDA-2007-0527-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Focus
Groups as Used by the Food and Drug
Administration

10/15/2007

null date

10/15/2007

E7-20291

FDA

FDA-2007-0528

FDA-2007-0528-0001

Training Program for Regulatory Project
Managers; Information Available to Industry

10/16/2007

null date

10/16/2007

E7-20430

FDA

FDA-2007-0529

FDA-2007-0529-0001

Guidance for Industry on FDA Recommendations
for Sampling and Testing Yellow Corn and Dry-
Milled Yellow Corn Shipments Intended for
Human Food Use for Cry9C Protein Residues;
Comments on Possible Withdrawal

10/17/2007

null date

10/17/2007

E7-20379

FDA

FDA-2007-0530

FDA-2007-0530-0001

Revision of the Requirements for Live Vaccine
Processing

1/2/2008

null date

10/18/2007

E7-20610

FDA

FDA-2007-0530

FDA-2007-0530-0002

Revision of the Requirements for Live Vaccine
Processing; Companion to Direct Final Rule

10/18/2007

1/2/2008

10/18/2007

E7-20609

FDA

FDA-2007-0531

FDA-2007-0531-0001

Science Board to the Food and Drug
Administration; Amendment of Notice

10/18/2007

null date

10/18/2007

E7-20550

FDA

FDA-2007-0532

FDA-2007-0532-0001

Peripheral and Central Nervous System Drugs
Advisory Committee; Notice of Meeting

10/18/2007

null date

10/18/2007

E7-20511

FDA

FDA-2007-0533

FDA-2007-0533-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Guidance for Industry on
Special Protocol Assessment

10/18/2007

null date

10/18/2007

E7-20549

FDA

FDA-2007-0534

FDA-2007-0534-0001

Applications for Food and Drug Administration
Application Approval to Market a New Drug;
Revision of Postmarketing Reporting
Requirements

10/18/2007

null date

10/18/2007

E7-20510

FDA

FDA-2007-0535

FDA-2007-0535-0001

Cardiovascular and Renal Drugs Advisory
Committee; Notice of Meeting

10/18/2007

null date

10/18/2007

E7-20512
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On January 15, 2008, the Food and Drug Administration (FDA) was implemented on Regulations.gov. The following documents are not accepting comments on FDA Data Migration Report and have been temporariliy
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Food and Dru

Administration (FDA)

FDA

FDA-2007-0536

FDA-2007-0536-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Information
Program on Clinical Trials for Serious or Life-
Threatening Diseases: Maintaining a Data Bank

10/19/2007

null date

10/19/2007

E7-20662

FDA

FDA-2007-0537

FDA-2007-0537-0001

Medical Devices; General Hospital and Personal
Use Devices; Classification of Remote Medication
Management System

10/19/2007

null date

10/19/2007

E7-20633

FDA

FDA-2007-0538

FDA-2007-0538-0001

Guidance for Industry and Food and Drug
Administration Staff; Class Il Special Controls
Guidance Document: Remote Medication
Management System; Availability

10/19/2007

null date

10/19/2007

E7-20635

FDA

FDA-2007-0539

FDA-2007-0539-0001

Draft Guidance for Industry on the Use of
Mechanical Calibration of Dissolution Apparatus 1
and 2 - Current Good Manufacturing Practice;
Availability

10/19/2007

null date

10/19/2007

E7-20664

FDA

FDA-2007-0540

FDA-2007-0540-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Experimental Evaluation of
Variations in Content and Format of the Brief
Summary in Direct-to- Consumer Print
Advertisements for Prescription Drugs

10/22/2007

null date

10/22/2007

E7-20756

FDA

FDA-2007-0541

FDA-2007-0541-0001

Electronic Distribution of Prescribing Information
for Prescription Drug Products; Reopening of
Comment Period

10/22/2007

null date

10/22/2007

E7-20759

FDA

FDA-2007-0542

FDA-2007-0542-0001

Vaccines and Related Biological Products
Advisory Committee; Notice of Meeting

10/23/2007

null date

10/23/2007

E7-20854

FDA

FDA-2007-0543

FDA-2007-0543-0001

Joint Meeting of the Nonprescription Drugs
Advisory Committee and the Endocrinologic and
Metabolic Drugs Advisory Committee; Notice of
Meeting

10/23/2007

null date

10/23/2007

E7-20855

FDA

FDA-2007-0544

FDA-2007-0544-0001

Guidance for Industry, Food and Drug
Administration, and Foreign Governments; Fiscal
Year 2008 Medical Device User Fee Small
Business Qualification and Certification;
Availability

10/23/2007

null date

10/23/2007

07-05226

FDA

FDA-2007-0546

FDA-2007-0546-0001

Nonprescription Drugs Advisory Committee;
Notice of Meeting

10/24/2007

null date

10/24/2007

07-05249
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DOCUMENT ID

DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE
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Food and Dru

Administration (FDA)

FDA

FDA-2007-0547

FDA-2007-0547-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; Guidance for Industry on
Continuous Marketing Applications: Pilot--
Scientific Feedback and Interactions During
Development of Fast Track Products Under the
Prescription Drug User Fee Act

10/25/2007

null date

10/25/2007

E7-21056

FDA

FDA-2007-0548

FDA-2007-0548-0001

Immune Correlates of Protection Against
Influenza A Viruses in Support of Pandemic
Vaccine Development; Public Workshop

10/25/2007

null date

10/25/2007

E7-20981

FDA

FDA-2007-0549

FDA-2007-0549-0001

User Fee Program for Advisory Review of Direct-
to-Consumer Television Advertisements for
Prescription Drug and Biological Products;
Request for Notification of Participation and
Number of Advertisements for Review

10/25/2007

null date

10/25/2007

07-05282

FDA

FDA-2007-0550

FDA-2007-0550-0001

Publication of Guidances for Industry Describing
Product-Specific Bioequivalence
Recommendations

10/25/2007

null date

10/25/2007

E7-21062

FDA

FDA-2007-0551

FDA-2007-0551-0001

Agency Information Collection Activities;
Announcement of Office of Management and
Budget Approval; CGMP for Blood and Blood
Components; Notification of Consignees and
Transfusion Recipients Receiving Blood and
Blood Components at Increased Risk of
Transmitting HCV Infection (*"Lookback)

10/25/2007

null date

10/25/2007

E7-21055

FDA

FDA-2007-0552

FDA-2007-0552-0001

New Animal Drugs For Use in Animal Feeds;
Change of Sponsor

10/25/2007

null date

10/25/2007

E7-21059

FDA

FDA-2007-0553

FDA-2007-0553-0001

Oral Dosage Form New Animal Drugs; Spinosad

10/25/2007

null date

10/25/2007

E7-21058

FDA

FDA-2007-0554

FDA-2007-0554-0001

Draft Guidance for Industry on Drug-Induced
Liver Injury: Premarketing Clinical Evaluation;
Availability

10/25/2007

null date

10/25/2007

E7-21060

FDA

FDA-2007-0555

FDA-2007-0555-0001

Draft Guidance for Industry and Food and Drug
Administration Staff; In Vitro Diagnostic Device
Studies--Frequently Asked Questions; Availability

10/25/2007

null date

10/25/2007

E7-20982

FDA

FDA-2007-0556

FDA-2007-0556-0001

New Animal Drugs; Change of Sponsor

10/25/2007

null date

10/25/2007

E7-21057

FDA

FDA-2007-0557

FDA-2007-0557-0001

Oral Dosage Form New Animal Drugs;
Phenylbutazone Paste

10/25/2007

null date

10/25/2007

E7-21054

FDA

FDA-2007-0558

FDA-2007-0558-0001

Draft Guidance for Industry and Food and Drug
Administration Staff; Impact-Resistant Lenses:
Questions and Answers; Availability

10/26/2007

null date

10/26/2007

E7-21122
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DOCUMENT ID
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COMMENT START

COMMENT END

FR DATE
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Food and Dru

Administration (FDA)

FDA

FDA-2007-0559

FDA-2007-0559-0001

Exocrine Pancreatic Insufficiency Drug Products;
Extension to Obtain Marketing Approval

10/26/2007

null date

10/26/2007

E7-21082

FDA

FDA-2007-0560

FDA-2007-0560-0001

Guidance for Industry: Considerations for Plasmid
Deoxyribonucleic Acid Vaccines for Infectious
Disease Indications; Availability

10/29/2007

null date

10/29/2007

E7-21266

FDA

FDA-2007-0561

FDA-2007-0561-0001

Draft Guidance for Industry: Blood Establishment
Computer System Validation in the Users Facility;
Availability

10/29/2007

null date

10/29/2007

E7-21268

FDA

FDA-2007-0562

FDA-2007-0562-0001

Biomin GmbH; Filing of Food Additive Petition

10/30/2007

null date

10/30/2007

E7-21298

FDA

FDA-2007-0563

FDA-2007-0563-0001

Draft Guidance for Industry on Acute Bacterial
Sinusitis: Developing Drugs for Treatment;
Availability

10/30/2007

null date

10/30/2007

E7-21332

FDA

FDA-2007-0564

FDA-2007-0564-0001

Guidance for Industry on the Role of Human
Immunodeficiency Virus Resistance Testing in
Antiretroviral Drug Development; Availability

10/31/2007

null date

10/31/2007

E7-21403

FDA

FDA-2007-0565

FDA-2007-0565-0001

Draft Guidance for the Public, Food and Drug
Administration Advisory Committee Members,
and Food and Drug Administration Staff: Public
Availability of Advisory Committee Members
Financial Interest Information and Waivers;
Availability

10/31/2007

null date

10/31/2007

07-05408

FDA

FDA-2007-0567

FDA-2007-0567-0001

Adolescent Over-the-Counter Drug Product Use;
Public Workshop

11/5/2007

null date

11/5/2007

E7-21713

FDA

FDA-2007-0568

FDA-2007-0568-0001

Oncologic Drugs Advisory Committee; Notice of
Meeting

11/5/2007

null date

11/5/2007

E7-21630

FDA

FDA-2007-0569

FDA-2007-0569-0001

Circulatory System Devices Panel of the Medical
Devices Advisory Committee; Notice of Meeting

11/6/2007

null date

11/6/2007

E7-21779

FDA

FDA-2007-0570

FDA-2007-0570-0001

New Animal Drugs; Ractopamine

11/6/2007

null date

11/6/2007

E7-21816

FDA

FDA-2007-0571

FDA-2007-0571-0001

Implantation or Injectable Dosage Form New
Animal Drugs; Ivermectin

11/7/2007

null date

11/7/2007

E7-21839

FDA

FDA-2007-0572

FDA-2007-0572-0001

Lederle Laboratories et al.; Withdrawal of
Approval of 73 New Drug Applications and 62
Abbreviated New Drug Applications

11/7/2007

null date

11/7/2007

E7-21886

FDA

FDA-2007-0573

FDA-2007-0573-0001

Requirements for Human Blood and Blood
Components Intended for Transfusion or for
Further Manufacturing Use

11/8/2007

null date

11/8/2007

E7-21565

FDA

FDA-2007-0574

FDA-2007-0574-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Application for Participation in the Medical Device
Fellowship Program

11/9/2007

null date

11/9/2007

E7-21971
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Food and Dru

Administration (FDA)

FDA

FDA-2007-0575

FDA-2007-0575-0001

Medical Devices Regulated by the Center for
Biologics Evaluation and Research; Availability of
Summaries of Safety and Effectiveness Data for
Premarket Approval Applications

11/9/2007

null date

11/9/2007

E7-21986

FDA

FDA-2007-0576

FDA-2007-0576-0001

Agency Emergency Processing Under Office of
Management and Budget Review; Orphan Drug
Products; Common European Medicines
Evaluation Agency/Food and Drug Administration
Application Form for Orphan Medicinal Product
Designation

11/9/2007

null date

11/9/2007

E7-21988

FDA

FDA-2007-0577

FDA-2007-0577-0001

Obstetrics and Gynecology Devices Panel of the
Medical Devices Advisory Committee; Notice of
Meeting

11/9/2007

null date

11/9/2007

07-21979

FDA

FDA-2007-0578

FDA-2007-0578-0001

Draft Guidance for Industry on Chronic
Obstructive Pulmonary Disease: Developing
Drugs for Treatment; Availability

11/9/2007

null date

11/9/2007

E7-21985

FDA

FDA-2007-0579

FDA-2007-0579-0001

New Animal Drugs; Change of Sponsors Address

11/14/2007

null date

11/14/2007

E7-22210

FDA

FDA-2007-0580

FDA-2007-0580-0001

Oral Dosage Form New Animal Drugs;
Chlortetracycline Powder

11/14/2007

null date

11/14/2007

E7-22261

FDA

FDA-2007-0581

FDA-2007-0581-0001

ARCH Chemicals, Inc.; Withdrawal of Food
Additive Petition FAP 6B4764

11/19/2007

null date

11/19/2007

E7-22536

FDA

FDA-2007-0582

FDA-2007-0582-0001

Agency Information Collection Activities:
Submission for Office of Management and
Budget Review; Comment Request; Medical
Devices Third-Party Review Under the Food and
Drug Administration Modernization Act

11/19/2007

null date

11/19/2007

E7-22586

FDA

FDA-2007-0583

FDA-2007-0583-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Voluntary
Registration of Cosmetic Product Establishments

11/19/2007

null date

11/19/2007

E7-22588

FDA

FDA-2007-0584

FDA-2007-0584-0001

Draft Guidance for Food and Drug Administration
Advisory Committee Members and Food and
Drug Administration Staff: Voting Procedures for
Advisory Committee Meetings; Availability

11/19/2007

null date

11/19/2007

07-05751

FDA

FDA-2007-0585

FDA-2007-0585-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Animal Drug
User Fees and Fee Waivers and Reductions

11/19/2007

null date

11/19/2007

E7-22495
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<www.regulations.gov>

DOCUMENT ID

DOCUMENT TITLE

COMMENT START

COMMENT END
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Food and Dru

Administration (FDA)

FDA

FDA-2007-0586

FDA-2007-0586-0001

Memorandum of Understanding Between the
Food and Drug Administration and the
Association of American Feed Control Officials

11/19/2007

null date

11/19/2007

07-05748

FDA

FDA-2007-0587

FDA-2007-0587-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Recordkeeping and Records Access
Requirements for FoodFacilities

11/19/2007

null date

11/19/2007

E7-22480

FDA

FDA-2007-0588

FDA-2007-0588-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Draft
Guidance for Industry: Cooperative
Manufacturing Arrangements for Licensed
Biologics

11/19/2007

null date

11/19/2007

E7-22489

FDA

FDA-2007-0589

FDA-2007-0589-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Medical
Devices: Recommended Glossary and
Educational Outreach to Support Use of Symbols
on Labels and in Labeling of In Vitro Diagnostic
Devices Intended for Professional Use

11/19/2007

null date

11/19/2007

E7-22492

FDA

FDA-2007-0590

FDA-2007-0590-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Current
Good Manufacturing Practice Regulations for
Medicated Feeds

11/19/2007

null date

11/19/2007

E7-22587

FDA

FDA-2007-0591

FDA-2007-0591-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Animal Drug
User Fee Cover Sheet, FDA Form 3546

11/20/2007

null date

11/20/2007

E7-22649

FDA

FDA-2007-0592

FDA-2007-0592-0001

Compliance Policy Guide; Radiofrequency
Identification Feasibility Studies andPilot
Programs for Drugs; Notice to Extend Expiration
Date

11/23/2007

null date

11/23/2007

E7-22818

FDA

FDA-2007-0593

FDA-2007-0593-0001

International Cooperation on Harmonisation of
Technical Requirements for Registration of
Veterinary Medicinal Products; Revised Guidance
for Industry on Impurities in New Veterinary Drug
Substances (Revision); Availability

11/23/2007

null date

11/23/2007

E7-22902
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On January 15, 2008, the Food and Drug Administration (FDA) was implemented on Regulations.gov. The following documents are not accepting comments on FDA Data Migration Report and have been temporariliy
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Attention: The temporarily deleted FDA documents will continue to appear in the search results on Regulations.gov until Monday, January 21, 2008. Selecting a document link for such and FDA document will result in an
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DOCUMENT ID

DOCUMENT TITLE
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COMMENT END
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Food and Dru

Administration (FDA)

FDA

FDA-2007-0594

FDA-2007-0594-0001

Draft Guidance for Industry on Smallpox (Variola)
Infection: Developing Drugs for Treatment or
Prevention; Availability

11/23/2007

null date

11/23/2007

E7-22884

FDA

FDA-2007-0595

FDA-2007-0595-0001

Memorandum of Understanding Between the
Food and Drug Administration and Duke
University

11/23/2007

null date

11/23/2007

07-05793

FDA

FDA-2007-0596

FDA-2007-0596-0001

International Cooperation on Harmonisation of
Technical Requirements for Registration of
Veterinary Medicinal Products; Revised Guidance
for Industry on Impurities in New Veterinary
Medicinal Products (Revision); Availability

11/23/2007

null date

11/23/2007

E7-22901

FDA

FDA-2007-0597

FDA-2007-0597-0001

International Cooperation on Harmonisation of
Technical Requirements for Registration of
Veterinary Medicinal Products; Revised Guidance
for Industry on Stability Testing of New Veterinary
Drug Substances and Medicinal Products
(Revision); Availability

11/23/2007

null date

11/23/2007

E7-22900

FDA

FDA-2007-0598

FDA-2007-0598-0001

New Animal Drugs For Use in Animal Feeds;
Ractopamine

11/23/2007

null date

11/23/2007

E7-22882

FDA

FDA-2007-0599

FDA-2007-0599-0001

New Animal Drugs For Use in Animal Feeds;
Florfenicol

11/26/2007

null date

11/26/2007

E7-22942

FDA

FDA-2007-0600

FDA-2007-0600-0001

Determination That ELOXATIN (Oxaliplatin for
Injection), 50 and 100 Milligrams Per Vial, Sterile
Lyophilized Powder for Injection, Was Not
Withdrawn From Sale for Reasons of Safety or
Effectiveness

11/26/2007

null date

11/26/2007

E7-22973

FDA

FDA-2007-0602

FDA-2007-0602-0001

Behind the Counter Availability of Certain Drugs;
Public Meeting; Comment Period Clarification

11/27/2020

null date

11/27/2020

E7-23026

FDA

FDA-2007-0603

FDA-2007-0603-0001

New Animal Drugs For Use in Animal Feeds;
Fenbendazole

11/27/2007

null date

11/27/2007

E7-22987

FDA

FDA-2007-0604

FDA-2007-0604-0001

Risk Assessment of the Public Health Impact
from Foodborne Listeria Monocytogenes in Soft-
Ripened Cheese: Request for Comments and for
Scientific Data and Information

11/28/2007

null date

11/28/2007

E7-23104

FDA

FDA-2007-0605

FDA-2007-0605-0001

Gastrointestinal Drugs Advisory Committee;
Notice of Meeting

11/29/2007

null date

11/29/2007

E7-23177

126 of 132




On January 15, 2008, the Food and Drug Administration (FDA) was implemented on Regulations.gov. The following documents are not accepting comments on FDA Data Migration Report and have been temporariliy
removed from Regulations.gov as part of FDA's data migration activities. You can continue to access these Federal Register documents at GPO Access page.

Attention: The temporarily deleted FDA documents will continue to appear in the search results on Regulations.gov until Monday, January 21, 2008. Selecting a document link for such and FDA document will result in an
error page. The Regulations.gov search index will be updated the weekend of January 19, 2008 to resolve this issue. Once this update is complete, Regulations.gov search results will no longer display the deleted FDA
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DOCUMENT ID

DOCUMENT TITLE

COMMENT START

COMMENT END

FR DATE

RIN
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Food and Dru

Administration (FDA)

FDA

FDA-2007-0606

FDA-2007-0606-0001

Food Labeling: Use of Symbols to Communicate
Nutrition Information, Consideration of Consumer
Studies and Nutritional Criteria; Reopening of
Comment Period

11/30/2007

null date

11/30/2007

E7-23211

FDA

FDA-2007-0607

FDA-2007-0607-0001

Cold, Cough, Allergy, Bronchodilator, and
Antiasthmatic Drug Products for Over-the-
Counter Human Use; Final Rule for Over-the-
Counter Antitussive Drug Products; Technical
Amendment

11/30/2007

null date

11/30/2007

0910-AF33

E7-23207

FDA

FDA-2007-0608

FDA-2007-0608-0001

Medical Devices; Hematology and Pathology
Devices: Reclassification of Automated Blood Cell
Separator Device Operating by Centrifugal
Separation Principle

11/30/2007

null date

11/30/2007

E7-23285

FDA

FDA-2007-0609

FDA-2007-0609-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Registration
of Producers of Drugs and Listing of Drugs in
Commercial Distribution

11/30/2007

null date

11/30/2007

E7-23275

FDA

FDA-2007-0610

FDA-2007-0610-0001

Guidance for Industry and Food and Drug
Administration Staff: Class Il Special Controls
Guidance Document: Automated Blood Cell
Separator Device Operating by Centrifugal or
Filtration Separation Principle; Availability

11/30/2007

null date

11/30/2007

E7-23281

FDA

FDA-2007-0611

FDA-2007-0611-0001

General Mills, Inc.; Filing of Food Additive Petition

12/3/2007

null date

12/3/2007

E7-23400

FDA

FDA-2007-0612

FDA-2007-0612-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Current
Good Manufacturing Practice Regulations for
Type A Medicated Articles

12/3/2007

null date

12/3/2007

E7-23351

FDA

FDA-2007-0613

FDA-2007-0613-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Color
Additive Certification Requests and
Recordkeeping

12/3/2007

null date

12/3/2007

E7-23352

FDA

FDA-2007-0615

FDA-2007-0615-0001

DSM Nutritional Products, Inc.; Filing of Color
Additive Petition

12/4/2007

null date

12/4/2007

E7-23473

FDA

FDA-2007-0616

FDA-2007-0616-0001

Current Good Manufacturing Practice;
Amendment of Certain Requirements For
Finished Pharmaceuticals; Withdrawal

12/4/2007

null date

12/4/2007

E7-23271
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Food and Dru

Administration (FDA)

FDA

FDA-2007-0617

FDA-2007-0617-0001

Oral Dosage Form New Animal Drugs; Carprofen

12/5/2007

null date

12/5/2007

E7-23516

FDA

FDA-2007-0618

FDA-2007-0618-0001

New Animal Drugs For Use in Animal Feeds;
Monensin USP

12/5/2007

null date

12/5/2007

E7-23517

FDA

FDA-2007-0619

FDA-2007-0619-0001

New Animal Drugs For Use in Animal Feeds;
Monensin

12/5/2007

null date

12/5/2007

07-23519

FDA

FDA-2007-0620

FDA-2007-0620-0001

Implantation or Injectable Dosage Form New
Animal Drugs; Erythromycin

12/7/2007

null date

12/7/2007

E7-23763

FDA

FDA-2007-0621

FDA-2007-0621-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request; Mental
Models Study of Communicating With Health
Care Providers About the Risks and Benefits of
Prescription Drug Use for Pregnant and Nursing
Women With Chronic Conditions

12/11/2007

null date

12/11/2007

E7-23976

FDA

FDA-2007-0622

FDA-2007-0622-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Guidance for
Industry on Pharmacogenomic Data
Submissions; Extension

12/11/2007

null date

12/11/2007

E7-23996

FDA

FDA-2007-0623

FDA-2007-0623-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request; Reports
of Corrections and Removals

12/11/2007

null date

12/11/2007

E7-23962

FDA

FDA-2007-0624

FDA-2007-0624-0001

Advisory Committees; Filing of Closed Meeting
Reports

12/11/2007

null date

12/11/2007

E7-23986

FDA

FDA-2007-0625

FDA-2007-0625-0001

Establishment of Fiscal Year 2008 User Fee
Rates for Advisory Review of Direct-to-Consumer
Television Advertisements for Prescription Drug
and Biological Products

12/11/2007

null date

12/11/2007

E7-24000

FDA

FDA-2007-0626

FDA-2007-0626-0001

Agency Information Collection Activities;
Submission forOffice of Management and Budget
Review; Comment Request; Radioactive Drug
Research Committees

12/11/2007

null date

12/11/2007

E7-23977

FDA

FDA-2007-0627

FDA-2007-0627-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request;
Presubmission Conferences, New Animal Drug
Applications and Supporting Regulations and
Guidance 152, and Form FDA 356V

12/11/2007

null date

12/11/2007

E7-23998

FDA

FDA-2007-0628

FDA-2007-0628-0001

Drug Safety and Risk Management Advisory
Committee; Notice of Meeting

12/11/2007

null date

12/11/2007

E7-24003
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Food and Dru

Administration (FDA)

FDA

FDA-2007-0630

FDA-2007-0630-0001

Agency Emergency Processing Under the Office
of Management and Budget Review; Certification
to Accompany Drug, Biological Product, and
Device Applications or Submissions

12/12/2007

null date

12/12/2007

07-06023

FDA

FDA-2007-0631

FDA-2007-0631-0001

Agency Information Collection Activities;
Submission for Office of Management and
Budget Review; Comment Request; Health and
Diet Survey

12/13/2007

null date

12/13/2007

E7-24123

FDA

FDA-2007-0632

FDA-2007-0632-0001

Quality System Regulation Educational Forum on
Design Controls; Public Workshop; Amendment
of Notice

12/13/2007

null date

12/13/2007

07-24144

FDA

FDA-2007-0633

FDA-2007-0633-0001

New Animal Drugs for Use in Animal Feeds;
Oxytetracycline

12/13/2007

null date

12/13/2007

E7-24146

FDA

FDA-2007-0634

FDA-2007-0634-0001

New Animal Drugs For Use in Animal Feeds;
Ractopamine

12/13/2007

null date

12/13/2007

E7-24145

FDA

FDA-2007-0635

FDA-2007-0635-0001

International Conference on Harmonisation; Draft
Guidance on Q4B Evaluation and
Recommendation of Pharmacopoeial Texts for
Use in the International Conference on
Harmonisation Regions; Annex 2 on Test for
Extractable Volume of Parenteral Preparations
General Chapter; Availability

12/17/2007

null date

12/17/2007

E7-24434

FDA

FDA-2007-0636

FDA-2007-0636-0001

International Conference on Harmonisation; Draft
Guidance on Q4B Evaluation and
Recommendation of Pharmacopoeial Texts for
Use in the ICH Regions; Annex 3 on Test for
Particulate Contamination: Subvisible Particles
General Chapter; Availability

12/17/2007

null date

12/17/2007

E7-24431

FDA

FDA-2007-0637

FDA-2007-0637-0001

Guidance for Industry and Food and Drug
Administration Review Staff: Collection of
Platelets by Automated Methods; Availability

12/17/2007

null date

12/17/2007

E7-24385

FDA

FDA-2007-0638

FDA-2007-0638-0001

Over-the-Counter Vaginal Contraceptive and
Spermicide Drug Products Containing Nonoxynol
9; Required Labeling

12/19/2007

null date

12/19/2007

0910-AF44

07-06111

FDA

FDA-2007-0639

FDA-2007-0639-0001

Medical Devices; Availability of Safety and
Effectiveness Summaries for Premarket Approval
Applications

12/19/2007

null date

12/19/2007

E7-24620

FDA

FDA-2007-0640

FDA-2007-0640-0001

Cellular, Tissue and Gene Therapies Advisory
Committee; Notice of Meeting

12/19/2007

null date

12/19/2007

E7-24629
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Food and Dru

Administration (FDA)

FDA

FDA-2007-0641

FDA-2007-0641-0001

Food and Drug Administration Modernization Act
of 1997: Modifications to the List of Recognized
Standards, Recognition List Number: 019

12/19/2007

null date

12/19/2007

E7-24580

FDA

FDA-2007-0642

FDA-2007-0642-0001

Psychopharmacologic Drugs Advisory
Committee; Notice of Meeting

12/19/2007

null date

12/19/2007

E7-24627

FDA

FDA-2007-0643

FDA-2007-0643-0001

Health Claims and Qualified Health Claims;
Dietary Lipids and Cancer, Soy Protein and
Coronary Heart Disease, Antioxidant Vitamins
and Certain Cancers, and Selenium and Certain
Cancers; Reevaluation; Opportunity for Public
Comment

12/21/2007

null date

12/21/2007

E7-24813

FDA

FDA-2007-0644

FDA-2007-0644-0001

Pulmonary-Allergy Drugs Advisory Committee;
Notice of Meeting

12/21/2007

null date

12/21/2007

E7-24812

FDA

FDA-2007-0645

FDA-2007-0645-0001

Agency Emergency Processing Under the Office
of Management and Budget Review; Certification
to Accompany Drug, Biological Product, and
Device Applications or Submissions; Correction

12/26/2007

null date

12/26/2007

E7-24914

FDA

FDA-2007-0646

FDA-2007-0646-0001

DSM Nutritional Products, Inc.; Filing of Color
Additive Petition; Correction

12/26/2007

null date

12/26/2007

E7-24911

FDA

FDA-2007-0647

FDA-2007-0647-0001

Maximizing the Public Health Benefit of Adverse
Event Collection Throughout a Products Marketed
Life Cycle; Public Workshop; Request for
Comments

12/26/2007

null date

12/26/2007

E7-24960

FDA

FDA-2007-0648

FDA-2007-0648-0001

New Animal Drugs; Change of Sponsors Name

12/26/2007

null date

12/26/2007

E7-24974

FDA

FDA-2007-0649

FDA-2007-0649-0001

Clinical Trial Design for Community-Acquired
Pneumonia; Public Workshop

12/26/2007

null date

12/26/2007

E7-24927

FDA

FDA-2007-0651

FDA-2007-0651-0001

Cellular, Tissue and Gene Therapies Advisory
Committee; Notice of Meeting

12/28/2007

null date

12/28/2007

E7-25124

FDA

FDA-2007-0652

FDA-2007-0652-0001

Draft Prescription Drug User Fee Act IV
Information Technology Plan; Availability for
Comment

12/28/2007

null date

12/28/2007

E7-25310

FDA

FDA-2008-0001

FDA-2008-0001-0001

Draft Guidance for Industry: Questions and
Answers Regarding the Labeling of Dietary
Supplements as Required by the Dietary
Supplement and Nonprescription Drug Consumer
Protection Act; Availability

1/2/2008

null date

1/2/2008

07-06266
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Food and Dru

Administration (FDA)

FDA

FDA-2008-0002

FDA-2008-0002-0001

Draft Guidance for Industry on Questions and
Answers Regarding the Labeling of
Nonprescription Human Drug Products Marketed
Without an Approved Application as Required by
the Dietary Supplement and Nonprescription Drug
Consumer Protection Act; Availability

1/2/2008

null date

1/2/2008

07-06267

FDA

FDA-2008-0003

FDA-2008-0003-0001

Organization, functions, and authority
delegations: Center for Food Safety and Applied
Nutrition

1/2/2008

null date

1/2/2008

07-06257

FDA

FDA-2008-0004

FDA-2008-0004-0001

Guidance for Industry and Food and Drug
Administration; Interactive Review for Medical
Device Submissions: 510(k)s, Original PMAs,
PMA Supplements, Original BLAs, and BLA
Supplements; Availability

1/2/2008

null date

1/2/2008

07-06268

FDA

FDA-2008-0005

FDA-2008-0005-0001

Toll-Free Number for Reporting Adverse Events
on Labeling for Human Drug Products

1/3/2008

null date

1/3/2008

0910-AC35

E7-25426

FDA

FDA-2008-0006

FDA-2008-0006-0001

Intramammary Dosage Form New Animal Drugs;
Pirlimycin

1/4/2008

null date

1/4/2008

E7-25606

FDA

FDA-2008-0007

FDA-2008-0007-0001

New Animal Drugs For Use in Animal Feed;
Semduramicin

1/4/2008

null date

1/4/2008

E7-25605

FDA

FDA-2008-0008

FDA-2008-0008-0001

Request for Comments on the Science and
Technology Report; Establishment of Docket;
Request for Comments

1/4/2008

null date

1/4/2008

E7-25607

FDA

FDA-2008-0009

FDA-2008-0009-0001

Draft Guidance for Industry on Antibacterial Drug
Products: Use of Noninferiority Studies to Support
Approval; Availability; Reopening of Comment
Period

1/4/2008

null date

1/4/2008

E7-25601

FDA

FDA-2008-0010

FDA-2008-0010-0001

Agency Information Collection Activities;
Proposed Collection; Comment Request;
Application for Food and Drug Administration
Approval to Market a New Drug

1/4/2008

null date

1/4/2008

E7-25593

FDA

FDA-2008-0011

FDA-2008-0011-0001

Meeting Being Planned to Obtain Public Input for
Ensuring the Safety of Pet Food

1/7/2008

null date

1/7/2008

E7-25599

FDA

FDA-2008-0012

FDA-2008-0012-0001

Guidance for Industry and Food and Drug
Administration Staff; The Review and Inspection
of Premarket Approval Applications Under the
Bioresearch Monitoring Program; Availability

1/8/2008

null date

1/8/2008

E8-00143
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Food and Dru

Administration (FDA)

FDA

FDA-2008-0013

FDA-2008-0013-0001

Guidance for Industry and Food and Drug
Administration Staff; The Review and Inspection
of Premarket Approval Application Manufacturing
Information and Operations; Availability

1/8/2008

null date

1/8/2008

E8-00126

FDA

FDA-2008-0014

FDA-2008-0014-0001

Draft, Revised Compliance Policy Guide Sec.
575.100 Pesticide Chemical Residues in Food--
Enforcement Criteria (CPG 7141.01); Availability

1/8/2008

null date

1/8/2008

E8-00123

FDA

FDA-2008-0015

FDA-2008-0015-0001

Compliance Policy Guide Sec. 555.700
Revocation of Tolerances for Cancelled
Pesticides (CPG 7120.29); Withdrawal

1/8/2008

null date

1/8/2008

E8-00127

FDA

FDA-2008-0016

FDA-2008-0016-0001

Memorandum of Understanding Between the
Food and Drug Administration and Regents of the
University of California

1/9/2008

null date

1/9/2008

08-00030

FDA

FDA-2008-0017

FDA-2008-0017-0001

Determination That INDERAL (Propranolol
Hydrochloride) Tablets, 10 Milligrams, 20
Milligrams, and 90 Milligrams Were Not
Withdrawn From Sale for Reasons of Safety or
Effectiveness

1/9/2008

null date

1/9/2008

E8-00190

FDA

FDA-2008-0018

FDA-2008-0018-0001

International Conference on Harmonisation; Draft
Guidance on Q8(R1) Pharmaceutical
Development; Availability

1/10/2008

null date

1/10/2008

E8-00213

FDA

FDA-2008-0019

FDA-2008-0019-0001

Anti-Infective Drugs Advisory Committee; Notice
of Meeting

1/11/2007

null date

1/11/2007

E8-00343

FDA

FDA-2008-0020

FDA-2008-0020-0001

Kemira Oyi; Filing of Food Additive Petition
(Animal Use); Partially Ammoniated Formic Acid

1/11/2007

null date

1/11/2007

E8-00316

FDA Total Documents

1547
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