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To view actual documents, make a note of the docket number. Click on http://www.fda.gov/search.html, enter the docket number. You will then get everything associated with that docket number.

"65FR78494" indicates a notice of some type was published in the Federal Register (FR) for a particular date. The FR can be found at http://www.fda.gov/ohrms/dockets/ and then go to the Federal Register section.

You can search this list by using the "edit" pull down menu and then the "find" command from the above toolbar. Unfortunately, to make the font (type) any larger will cause the text to wrap into the next line and increase the length of the document.

Notes on abbreviations

CP means Citizen Petition.

This is not necessarily an individual citizen but a generic term used for all petitions.

Int. or Interim is an interim response, not necessarily any type of decision. It may state only that the agency has not yet reviewed their petition.

Approved or denied depends on what the petitioner requested. It is important to read the response letter and petition to get the correct decision.

We are unable to post/link all documents at this time but are working towards that goal.

DATE FILED      DOCKET      PETITIONER/SUBJECT MATTER                   DISPOSITION

  01/03/02     02P-0001    Biovail Corporation                          Pending

                           Curb Abuses by Sponsors of ANDAs             CP

  01/04/02     02P-0004    Ambi Pharmaceuticals, Inc.                   Pending

                           ANDA for Hydrocodone Bitartrate &            CP

                           Actaminophen

  01/10/02     02P-0009    National Juice Products Assn.                Pending:

                           Amend 21 CFR 120.24 concentrated and         CP

                           shelf-stable juice

  01/11/02     02P-0013    Colin G. Meyer, DVM, PhD                     Interim Response 08/13/2003

                           Rescind GRAS Status for                      CP

                           Aluminum-containing Food Additives

  01/15/02     02P-0025    National Vaccine Information Center          Pending:

                           Immediate suspension all vaccine             CP

                           containing Thimerosal

  01/16/02     02P-0026    Baker Norton Pharmaceuticals, Inc.           WDL per letter 1/18/02 (Closed)

                           ANDA for Paclitaxel, ANDA 75-184             CP

  01/17/02     02P-0029    Berlex Laboratories, Inc. & 3M Pharmaceu     INT. 7/15/02

                           Mylan estradiol transdermal system as        CP

                           generic substitute

  01/18/02     02P-0033    Lachman Consultant Services, Inc.            APPROVED 9/25/02 (Closed)

                           Carbidopa & Levodopa Orally                  CP

                           Disintegrating Tablets

  01/25/02     02P-0043    Michael Lisjak                               Closed 7/3/02

                           Determine Pipracil Was Withdrawn For         CP

                           Safety Reasons

  01/25/02     02P-0045    Cook Biotech Incorporated                    Withdrawn 4/10/02

                           SURGISIS Periodontal Membrane (D.C.          PRC

                           #K010952)

  01/31/02     02P-0056    Shotwell & Carr, Inc., Atley Pharma          Pending:

                           (ANDA) Suitability for butalbital and        CP

                           acetaminophen

  02/01/02     02P-0057    Nephron Pharmaceuticals Corp.

                           Relisting of Ventolin Albuterol Sulfate      CP

                           Inhalation

  02/06/02     02P-0059    Hoffmann-La Roche Inc.                       Approved & Denied in Part 11/8/02

                           Refrain from Approving ANDA for              CP

                           Isotretinoin Drug Products

  02/08/02     02P-0061    SterilMed, Inc.                              Pending

                           Modify the 2/14/02 deadline for Class II     CP

                           Reprocessed Devices

  02/08/02     02P-0061    Vanguard Medical Concepts, Inc.              Pending

                           Modify the 2/14/02 deadline for Class II     CP

                           Reprocessed Devices

  02/11/02     02P-0061    Alliance Medical Corp.                       Pending

                           Modify the 2/14/02 deadline for Class II     CP

                           Reprocessed Devices

  02/12/02     02P-0067    PCRM                                         Int:  8/12/02

                           All estrogen-containing products             CP

                           intended for oral use

  02/12/02     02P-0068    ChymoCorp                                    Closed 1/27/03

                           Determination of Chymopapain                 CP

                           (Chymodiactin)

  02/12/02     75N-183H    Ciba Specialty Chemicals Corporation         Pending:

                           Health-Care Antiseptic Drug Products for     CP

                           OTC Human Use

  02/15/02     02P-0075    GlaxoSmithKline Consumer Healthcare, LP      Denied 08/29/2003

                           Flavored Candy-like Products Containing      CP

                           Tobacco

  02/20/02     75N-183H    Alcavis International                        Answered 11/14/02

                           Health-Care Antiseptic Drug Products for     CP

                           OTC Human Use

  02/21/02     02P-0078    Kleinfeld, Kaplan & Becker                   Withdrawn 10/21/02

                           ANDA for Baclofen Orally Disintegrating      CP

                           Tablets, 10 mg & 20

  02/26/02     02P-0084    Pharmaceutical Solutions, Inc.               Approved 11/7/02

                           ANADA for a generic version of               CP

                           trimethoprim & sulfadiazine c

  03/05/02     98N-0583    Sandler, Travis & Rosenbeg, P.A.             APPROVED in part 3/18/02 (closed)

                           Exports: Notification and Recordkeeping      PSA

                           requirements

  03/05/02     02P-0089    St. Jude Medical                             Approved 9/29/2003

                           Allow Electronic Labeling to Meet 201(m)     CP

                           of FD&C Act

  03/08/02     98N-0583    Consumer Healthcare Products Association     APPROVED in part 3/18/02 (closed)

                           Exports: Notification and Recordkeeping      PSA

                           requirements

  03/13/02     98N-0583    CTFA                                         APPROVED in part 3/18/02 (closed)

                           Exports: Notification and Recordkeeping      PSA

                           requirements

  03/14/02     02P-0105    Lachman Consultant Services, Inc.            APPROVED 8/6/02 (Closed)

                           ANDA Suitability for Oxycodone and           CP

                           Acetaminophen Tablets

  03/20/02     02P-0116    Peiser & Associates, Inc.                    Pending

                           Sec. 480.200 Expiration Dating of Unit       CP

                           Dose Repackaged Drugs

  03/22/02     02P-0120    Public Citzen Health Research Group          INT. 9/6/02

                           Request the immediate ban of Meridia         CP

                           (sibutramine)

  03/22/02     02P-0122    CSPI                                         Int:  9/20/02

                           Request Rulemaking on Functional Foods &     CP

                           Establish Adv. Com.

  03/26/02     02P-0127    PharmaForce, Inc.                            Let 12/19/02

                           Determine if Phenergan has been              CP

                           withdrawn or withheld from s

  03/28/02     02P-0135    Jerome Stevens Pharmaceuticals, Inc.         Pending

                           Orally-Administered Levothyroxine Sodium     PSA

                           all NDAs & ANDAs

  03/29/02     02P-0138    Lachman Consultant Services, Inc.            Pending

                           ANDA for Carisoprodol Orally                 CP

                           Disintegrating Tablets, 350mg

  04/02/02     02P-0139    Public Citizen                               INT. 9/25/02, Denied 03/23/2004

                           Arava (leflunomide;Aventis) remove from      CP

                           the market

  04/02/02     02P-0141    Women First Healthcare                       APPROVED 9/24/02 (Closed)

                           ANDA for 1.2 mg estropipate (1.2 mg          CP

                           sodium estrone sulfate)

  04/09/02     99D-0392    United Fishing Agency, Ltd.                  Int:  10/2/02, Denied 09/04/2003

                           Seafood HACCP transition guidance            CP

  04/11/02     02P-0148    Lavender Consulting Services, Inc            APPROVED 9/25/02 (Closed)

                           ANDA for Fenofibrate Tablets (Tricor)        CP

  04/12/02     02P-0168    Arthur Blank                                 Pending

                           Request better product labeling of           CP

                           sports & energy beverages

  04/15/02     76N-052N    Bayer Corporation                            Interim Response 9/12/02

                           OTC Nasal Decongestants                      CP

  04/15/02     78N-0064    Cosmetic, Toiletry, and Fragrance Assn.      INT. 9/25/02

                           OTC Antiperspirant                           CP

  04/15/02     02P-0154    Biogen, Inc.                                 Int:  10/10/02

                           The Labeling of Serono's REBIF is            CP

                           Misleading

  04/16/02     02P-0166    Auishalom Klammer                            Int:  10/1/02

                           Print clear, legible & intelligible          CP

                           product expiration date

  04/17/02     02P-0161    Lachman Consultant Services, Inc.            Approved 8/8/02

                           ANDA Suitability for Isotretinoin            CP

                           Capsules 30 mg

  04/17/02     02P-0163    WellPoint Health Networks                    Int:  10/15/02

                           Expedite Over-the-Counter Approval for       CP

                           Desloratidine

  04/19/02     02P-0177    Arla Foods Ingredients amba                  pending

                           Health Claim:  D-tagatose and                CP

                           Noncariogenicity

  04/22/02     02P-0170    Amarin Pharmaceuticals, Inc.                 Denied in Part & Granted in Part

                           ANDAs relaying Permax as reference           CP

                           listed drug not be appove

  04/22/02     02P-0176    Strasser & YDE,S.C.                          Pending:

                           Pesticide chemical residue                   CP

                           Pentochloronitrobenzene (PCNB)

  04/30/02     02P-0187    Hako-Med                                     DENIED 8/30/02 (Closed)

                           Exemption of any connector in lead           CP

                           having a conductive conne

  04/30/02     02P-0189    Phoenix Scientific, Inc.                     Approved 11/7/02

                           Physical form of drug product in to a        CP

                           oral liquid generic

  04/30/02     02V-0190    Isorad Ltd.                                  APPROVED 10/25/02

                           X-Ray Fluoroscopic Inspection Systems -      VAR

                           SDS 400/S & P

  04/30/02     02P-0191    Teva Pharmaceuticals USA, Inc.               Approved & Denied in Part 6/11/02

                           Request for immediate final approval of      CP

                           tramadol Hydrochlori

  05/03/02     02P-0198    Richdel, Inc.                                Approved 11/7/02

                           ANADA for ivermectin having a different      CP

                           dosage form (oral ge

  05/06/02     02P-0205    Society Research on Nicotine and Tobacco     Pending:

                           SRNT petition to regulate Ariva tobacco      CP

                           lozenges

  05/06/02     02P-0206    Society Research Nicotine and Tobacco        Pending:

                           SRNT to regulate Omni and Adance             CP

                           cigarettes

  05/06/02     02P-0207    Society Research Nicotine and Tobacco        Closed 8/7/02

                           SRNT petition to regulate SF Garrett's       CP

                           Nicotine Water

  05/08/02     02P-0211    American Environmental Safety Institute      Int:  10/22/02

                           Amend 21CFR163,"Cacao Products: Stds of      CP

                           Identity"

  05/08/02     02P-0212    American Environmental Safety Institute      Pending

                           Lead & Cadmium Levels Permitted in           CP

                           Cocoa/Applicable Standard

  05/09/02     02P-0219    Altana Inc.                                  Int:  10/6/02, Approved 08/20/2003

                           Amend the "Orange Book" for Fluocinide       CP

                           Emulsified Base

  05/15/02     02P-0225    Lachman Consultant Services, Inc.            Approved 10/16/02

                           ANDA for Levorphanol Tartrate Tablets        CP

  05/15/02     75N-183H    Lonza, Inc.                                  Int:  11/6/02

                           Health-Care Antiseptic Drug Products for     CP

                           OTC Human Use

  05/17/02     02P-0226    Kirkpatrick & Lockhart LLP                   Pending

                           ANDA for methotrexate sodium oral            CP

                           solution, 5mg/ml

  05/21/02     02P-0233    Kleinfeld, Kaplan and Backer                 Pending

                           Hydrocodone Bitartrate/Acetaminophen         CP

                           orally 5mg/500mg ANDA

  05/28/02     02P-0243    Julian M. Whitaker, M.D.                     Int:  10/14/02

                           Require Issuance of Medication Guide for     CP

                           All Statin Drugs

  05/28/02     02P-0244    Dr. Julian M. Whitaker, M.D.                 Int:  10/14/02

                           Warning Statement for All HMG Co-A           CP

                           Reductase Inhibitors

  05/29/02     02P-0245    Gensia Sicor Pharmaceuticals, Inc.           Pending

                           ANDA for Fludarabine Phosphate               CP

                           Injection, 25 mg/ML

  05/30/02     02P-0247    AAC Consulting Group                         Approved 11/26/02

                           ANDA Suitability for Clozapine 50 mg         CP

                           Tablets

  05/30/02     02P-0249    AAC Consulting Group                         Pending

                           ANDA for 7.5 mg Mirtazapine Tablets          CP

  05/31/02     02P-0252    Caraco Pharms Labs, Ltd.                     Approved & Denied In Part 6/11/02

                           Seek immediate final approval of generic     CP

                           tramadol hydrochlor

  06/03/02     02P-0256    Mylan Pharmaceuticals, Inc.                  Pending

                           Determine if ANDA 76-122 is Entitled to      CP

                           180 Days Exclusivity

  06/03/02     02P-0294    Orthopedic Surgical Manufacturers Assn       Pending

                           Polymethylmethacrylate (PMMA) Bone           CCP

                           Cement

  06/04/02     02P-0246    University of Colorado Hospital              APPROVED 10/06/02 (Closed)

                           Pharmacies of hospitals/other health         CP

                           care entities

  06/11/02     78N-036L    American Herbal Products Assn. & etc.        Denied 07/03/2003

                           OTC Laxative                                 CP

  06/12/02     02P-0267    Nocona General Hospital                      Approved and Denied in part 

                           Amend Mammography Quality Standards Act      10/21/2003

                           & FOIA






CP

  06/13/02     02P-0270    SciRegs                                      APPROVED 9/25/02 (Closed)

                           Suitability Petition for Hydrocodone         CP

                           Bitartrate/Ibuprofen 5

  06/17/02     98N-0583    Grocery Manufacturers of America & CTFA      Pending

                           Exports: Notification and Recordkeeping      PSA

                           requirements

  06/21/02     02P-0292    California Walnut Commission                 Answer 03/09/2004

                           Health Claims:  Walnuts & Cornary            CP

                           Disease

  06/24/02     02P-0285    King & Spalding                              Pending

                           Combination oxycodone                        CP

                           hydrochloride/acetaminophen tablet

  06/27/02     02P-0252    Ortho-McNeil                                 Pending

                           Seek immediate final approval of generic     PRC

                           tramadol hydrochlor

  06/27/02     02P-0191    Ortho-McNeil                                 Pending

                           Request for immediate final approval of      PRC

                           tramadol Hydrochlori

  06/27/02     01P-0495    Ortho-McNeil                                 Pending

                           Determine Ultram's safety or                 PRC

                           effectiveness reasons

  06/28/02     02P-0297    Lachman Consultant Services, Inc.            Pending

                           ANDA for Propoxyphene Hydrochloride,         CP

                           Acetaminophen&Caffeine

  07/10/02     02P-0312    CollaGenex Pharmaceuticals, Inc.             INT. 1/9/03

                           Periostat (doxycycline hyclate) 20 mg        CP

                           Capsules

  07/10/02     02P-0312    CollaGenex Pharmaceuticals, Inc.             Pending

                           Periostat (doxycycline hyclate) 20 mg        PSA

                           Capsules

  07/16/02     02P-0317    Mission Possible International               Pending

                           Recall Aspartame as a Neurotoxic Drug        CP

  07/19/02     02P-0321    Miami Crab Corporation                       Denied 07/29/2003

                           Grant relief inawarranted testing for        CP

                           chloramphenicol crabme

  07/24/02     01E-0363    Corcept Therapeutics Inc.                    Pending

                           Patent Term Extension Application,           CP

                           MIFEPREX No. 4,386,085

  07/26/02     78N-0038    CTFA & CHPA                                  Denied 06/03/2003

                           Sunscreen Drug Products                      PSA

  07/31/02     02P-0338    Russel J. Thomsen, MD                        Pending

                           OTC sales, distribution all brands of        CP

                           hand-held doppler fet

  08/01/02     02P-0346    Gensia Sicor Pharmaceuticals                 Pending

                           ANDA Amiodarone Hydrochloride Injection      CP

                           450mg/9ml single use

  08/05/02     02P-0349    Clasen Immunotherapies, Inc.                 Denied 06/26/2003

                           Amend product insert and/or label for        CP

                           Hemophilus Vaccines

  08/08/02     02P-0357    Bayer Corporation                            Approved 06/03/2003

                           Stay Effective Date of Compliance for        PSA

                           Monograph Title Change

  08/09/02     02P-0358    The Weinberg Group Inc.                      Approved 11/26/02

                           ANDA for amoxicillin tabs for oral           CP

                           suspension 300 & 600mg

  08/12/02     02P-0360    J. B. Proveedores S.A. DE C.                 Answered 08/26/02

                           Chemical Cleaning Products for               PSA

                           Industrial Food

  08/13/02     02P-0363    Merck Research Laboratories                  Pending

                           NDA 20-560: Fosamax (Alendronate Sodium      CP

                           Tablets)

  08/15/02     78N-036L    Banner Pharmacaps, Inc.                      Denied 11/17/2003

                           OTC Laxative                                 CP

  08/15/02     02P-0367    West-Ward Pharmaceutical corp.               pending

                           Doxycycline hyclate capsules                 CP

                           20mg,Periostat capsules,20mg

  08/19/02     02P-0374    Boston University School of Medicine         pending

                           Angiotensin Converting Enzyme inhibitors     CP

                           a Black Box warning

  08/19/02     02P-0378    Plantetary Health, Inc.                      Pending

                           Genetically Engineered Rice, Wheat, and      CP

                           other Essential Food

  08/20/02     02P-0377    Am Assn of Pro Life Obstetrician & Gyn       Pending

                           Petition Requesting Stay of Approval of      CP

                           Mifeprex

  08/21/02     02A-0379    SG&A Consulting, Inc.                        Pending

                           Device classification resulting              AP

                           manufacturer for image techn

  08/22/02     02P-0380    Banner Pharmacaps                            Interim Response 02/03/2004

                           Abbreviated New Drug Application (ANDA)      CP

                           for Loperamide Hydro

  08/22/02     02P-0424    Banner Pharmacaps Inc.                       Pending

                           ANDA for Loperamide Hydrochloride 1 mg       CP

                           Soft Gelatin Capsules

  08/26/02     02P-0386    Pharmaceutical Assn.,Inc.                    Pending

                           Abbreviated new drug application             CP

                           (ANDA)7.5 mg hydrocodone

  08/30/02     02P-0390    number not used

                           Number not used                              CP

  09/03/02     02P-0391    IVAX Pharmaceuticals Inc.                    Pending

                           Determine Whether Alphagan has been          CP

                           Voluntarily Withdrawn

  09/03/02     02P-0392    Barr Laboratories, Inc.                      Withdrawn 9/13/02

                           Determine Whether Ortho-Tri-Cyclen-21        CP

                           has been Voluntarily

  09/03/02     02P-0395    Barr Laboratories, Inc.                      Withdrawn 9/13/02

                           Determine whether Ortho-Cyclen-21            CP

                           Tablets,NDA 19 652 have

  09/04/02     78N-036L    Arnall Golden Gregory LLP                    Denied 09/02/2003

                           OTC Laxative                                 CP

  09/04/02     02P-0394    Taro Research Institute Ltd.                 Approved 11/25/02

                           Make determination of ANDA suitability       CP

                           for Amiodarone Hydroc

  09/05/02     02P-0396    Intervet Inc.                                Approved 12/10/02

                           Suitability Petition for Ivermectin          CP

                           Soft-Chew Anthelmintic

  09/05/02     02P-0399    Barr Laboratories, Inc.                      Pending

                           Determine Whether Estrostep 21 Tablets,      CP

                           NDA 020130 Have Been

  09/05/02     02P-0400    Barr Laboratories                            WDL 10/09/02 (Closed)

                           Determine Whether Niaspan Tablets, NDA       CP

                           020381 Have Been

  09/05/02     02P-0401    Paddock Laboratories, Inc.                   Pending

                           Ammonium Lactate 12% lotion and cream        CP

                           for relevant

  09/05/02     01E-0365    Dr. Reddy's Laboratories, Ltd.               Pending

                           Patent Term Extension Application,           PRC

                           NEXIUM 4,738,974

  09/06/02     02P-0404    Alcon Research, Ltd.                         Pending

                           Determination re: Withdraw of ALPHAGAN       CP

  09/10/02     02P-0406    The Weinberg Group Inc.                      Interim Response 02/03/2004

                           ANDA Suitability for Amoxicillin &           CP

                           Clavulanate Potassium

  09/13/02     02P-0413    Kyl Smith, D.C.                              Pending

                           Health Claim: Phosphatidylserine and         CP

                           cognitive dysfunction

  09/16/02     02P-0414    The Weinberg Group Inc.                      Denied 04/29/2004

                           Cefuroxime Axetil Tablets Oral               CP

                           suspension 125mg & 250mg ANDA

  09/18/02     02P-0416    Highland VetPharma, LLC                      Approved 12/10/02

                           ANADA dosage form which differs for          CP

                           Ivermectin Equalan Paste

  09/24/02     02P-0419    Bioniche Pharma Group Limited                pending

                           Amiodarone Hydrochloride Injection           CP

                           50mg/mL

  09/24/02     02P-0422    Frommer Lawrence & Haug, LLP                 Pending

                           Propoxyphene Napsylate and Acetaminophen     CP

                           100mg/35mg and 100m

  09/26/02     02P-0423    Highland VetPharma, LLC                      Approved 12/10/02

                           ANADA for ivermectin/pyrantel different      CP

                           dosage form (molded,

  09/30/02     02P-0426    Andrx Pharmaceuitcals, Inc.                  Interim Response 05/27/2003

                           Andrx in its currently pending ANDA          CP

                           76-159 Glipizide product

  09/30/02     02P-0429    Highland VetPharma, LLC.                     Approved 12/10/02

                           Abbreviated new animal drug                  CP

                           applicationIvermectin for cats

  10/01/02     02P-0431    Arent Fox Attorneys At Law                   Answered 11/13/03

                           Delcobese Tablets and Capsules               CP

  10/02/02     02P-0435    Aventis Behring, LLC                         Pending

                           Effective Approval of Alphanate              CP

                           Antihemophilic Factor

  10/03/02     02P-0436    BioPartners GmbH                             Pending

                           ANDA for ribavirin, USP in a water           CP

                           soluble film-coated table

  10/03/02     02P-0435    Aventis Behring, LLC                         Pending

                           Effective Approval of Alphanate              PSA

                           Antihemophilic Factor

  10/07/02     02P-0462    Carbolite Foods, Inc.                        Denied 1/13/2003

                           Use of Implied Nutrient Content Claim -      CP

                           "Carbolite"

  10/08/02     02P-0437    Richard A. Stolworthy                        Pending

                           Protect patients & consumers in U.S. by      CP

                           amending the 510(k)

  10/08/02     02P-0438    Jarrow Formulas, Inc.                        Pending

                           Warning on Labeling of Kava Dietary          CP

                           Supplements

  10/09/02     02P-0440    CSPI                                         Pending

                           Establish a Microbial Testing Program        CP

                           for Hazards in Seafood

  10/11/02     02P-0444    The Weinberg Group Inc.                      Interim Response 02/03/2004

                           cefpodoxime Proxetil talbets for Oral        CP

                           suspension 50mg/100mg

  10/15/02     02P-0446    Mechanical Servants, Inc.                    Interim Response 05/15/2003

                           Establish guidance re: "inner package"       CP

                           Convenience size drug

  10/15/02     02P-0447    Pfizer Inc.                                  Denied 10/14/2003

                           Immediately revoke its acceptance for        CP

                           NDA 21-435 for amlodin

  10/15/02     02P-0448    SensorMedics Corporation                     Denied 12/17/2003

                           ANDA Sutability for Albuterol Base           CP

                           Inhalation Solution

  10/15/02     01M-0210    The TMJ Association                          Pending

                           P000035;TMJ Fossa-Eminence Prosthesis        PRC

  10/16/02     02P-0450    B. Braun Medical Inc.                        Denied 06/19/2003

                           Withhold Approval of ANDA for Amino Acid     CP

                           Solution Drug Prod.

  10/18/02     02P-0457    Wellness Lifestyles, Inc.                    Pending

                           Selenium and Anticarcinogenic effects in     CP

                           certain caners

  10/21/02     02P-0459    Lachman Consultant Services Inc.             Pending

                           Abbreviated new drug application(ANDA)       CP

                           for Metoprolol tartrt

  10/21/02     02P-0460    Caraco Pharmaceutical Labs., Ltd.            Pending

                           25 mg metoprolol tartrate tablets drug       CP

                           product of ANDA

  10/22/02     02P-0464    PCH Integrated Regulatory Services, Inc.     Interim Response 06/11/2003

                            DES 1.0 mg & 5.0 mg                         CP

  10/22/02     02P-0465    Lachman Consultant Services, Inc.            Pending

                           ANDA Suitability for Oxycodone &             CP

                           Acetaminophen Tablets

  10/25/02     02P-0470    Karen A. Sisson                              Pending

                           Change Dosgae Form of Eqvalan Paste          CP

                           1.87% From Paste to Gran

  10/25/02     02P-0494    Sirona Dental Systems, GmbH                  Pending

                           CEREC Ceramic Dental Restoration Systems     CCP

  10/28/02     02P-0469    Allergan, Inc.                               Denied 05/21/2003

                           ANDA for Brimonidine Tartrate Ophthalmic     CP

                           Solution 0.2%

  10/30/02     02P-0472    Dr. Frank I. Marcus                          Approved & Denied in part 

                           Petition to Post Statement in Response       10/21/2003

                           to Warning Letter




CP

  10/31/02     02P-0473    Banner Pharmacaps                            Pending

                           ANDA for Naproxen Sodium, 220mg              CP

                           (equivalent to 200 mg Naprox

  10/31/02     02P-0474    Phoenix Scientific, Inc.                     Withdrawn 1/31/03 (Closed)

                           ANADA for tiamulin soluble powder            CP

                           tiamulin hydrogen fumarate

  11/05/02     02P-0478    Lachman Consultant Services, Inc.            Withdrawn 10/14/2003

                           Fentanyl transdermal system 12.5 mcg/hr      CP

                           is suitable for ANDA

  11/06/02     02P-0479    CorePharma, LLC                              Approved 05/28/2003

                           Cyproheptadine Hydrochloride                 CP

                           Tablets;Assign a (RLD) status

  11/07/02     02P-0480    Bioniche Pharma Group Limited                Pending

                           Amiodarone Hydrochloride Injection ,         CP

                           50mg/mL,9mL vial

  11/08/02     92N-0297    Pharmaceutical Distributors Association      Pending

                           Prescription Drug Marketing Act of 1987,     PSA

                           Drug Amds of 1992

  11/08/02     88N-0258    Pharmaceutical Distributors Association      Pending

                           PRESCRIPTION DRUG MARKETING ACT OF 1987      PSA

                           GUIDELINE

  11/12/02     02P-0481    Lachman Consultant Services, Inc             Pending

                           Methadone Hydrochloride Tablets, USP,        CP

                           15mg, 20mg and 30(ANDA

  11/13/02     02P-0483    Kirkpatrick & Lockhart, LLP et al            Pending

                           Actions re: exceptive drug products, ex      CP

                           release guaifenesin

  11/14/02     02P-0484    Lachman Consultant Services, Inc.            Pending

                           ANDA for Amiodarone Hydrochloride            CP

                           Injection 50 mg/mL

  11/18/02     02P-0489    James H. Schafer, D.V.M.                     Interim Response 05/15/2003

                           Request Revision of CVM's Bioequivalence     CP

                           Guidelines

  11/18/02     02P-0490    Number not used See 02P-0469 C1

                           Alphagan 0.2% was withdrawn from sale        CP

                           for reasons other

  11/21/02     02P-0493    Andrx Pharmaceuticals Corp.                  Pending

                           Anti-heart burn drug Omeprazole              CP

                           magnesium (brand Prilosec1)

  11/26/02     02P-0498    Taro Pharmaceuticals                         Pending

                           ANDA Warfarin Sodium Tablets, USP 0.5        CP

                           mg. (Coumadin tablets)

  11/27/02     02P-0499    The Weinberg Group Inc.                      Approved 05/14/2003

                           ANDA Suitability for Metformin               CP

                           Hydrochloride Tablets Oral So

  12/04/02     02P-0503    Roxane Laboratories                          Pending

                           ANDA abbreviated new drug application        CP

                           for Digoxin Elixir,

  12/05/02     02P-0505    International Tree Nut Council Nutrition     Pending

                           Labeling nuts & eligible nut containing      CP

                           products reduce risk

  12/06/02     02P-0506    Lachman Consultant Services, Inc.            pending

                           Was Wydase (Hyaluronidase) Inj.              CP

                           withdrawn for Safety Reasons

  12/17/02     02P-0520    Bicon, Inc.                                  Pending

                           Reclassification of Beta-Tricalcium          CCP

                           Phosphate,

  12/17/02     80N-0042    Tom's of Maineer Consumer Healthcare         Pending

                           Anticaries Drug Products for OTC Human       CP

                           Use
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