Supplementary Appendix

This appendix has been provided by the authors to give readers additional information about their work.

Supplement to: Carpenter D. Drug-review deadlines and safety problems. N Engl J Med 2008;359:95-8.



Comparison Data Set: Carpenter/Zucker/Avorn (CZA) Data and Nardinelli et al Data

NDA = New Drug Application
NME = New Molecular Entity

SBW = Safety-based withdrawal
BBW = Black-box warning (added postmarket)

20977

Abacavir Sulfate

Ziagen 6/24/1998 | 12/17/1998 1998 18 5.79 1 1 1 0 0 0 0 1 1 1 1 0 0 0 0 0 0 1
FDA has
21320 | Abarelix 12/12/2000 subdate Plenaxis 12/11/2000 | 11/25/2003 2000 20 35.97 1 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0 1
21431 | Acamprosate Calcium Campral 12/27/2001 7/29/2004 2001 21 31.50 1 0 0 0 0 0 0 1 1 0 1 0 0 0 0 0 0 1
20482 | Acarbose Precose 9/6/1994 9/6/1995 1994 14 12.00 0 0 1 0 0 0 0 1 1 1 0 0 0 0 0 0 0 1
20338 | Adapalene Differin 3/26/1993 5/31/1996 1993 13 38.20 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 1
FDA has no BBW;
we have BBW; also We code significant
FDA has 3/21 new information
21449 | Adefovir Dipivoxil subdate added to BBW. HEPSERA 3/20/2002 9/20/2002 2002 22 6.13 1 1 1 0 1 1 1 0 1 1 1 0 0 0 0 0 0 1
Nardinelli et al have
no SBW for this but
do have SBW for
FDA has no SBW; Oftlaam, which exits
has BBW 09-Jun- U.S. market through
20760 | Alatrofloxacin Mesylate 1999 the same mechanism | Trovan 12/30/1996 | 12/18/1997 1996 16 11.61 0 1 1 1 0 1 1 0 1 1 0 0 1 0 1 0 1 1
20666 | Albendazole Albenza 12/11/1995 6/11/1996 1995 15 6.02 1 1 1 0 0 0 0 1 1 1 1 0 0 0 0 0 0 1
20560 | Alendronate Fosamax 3/31/1995 9/29/1995 1995 15 5.98 1 1 1 0 0 0 0 1 1 1 1 0 0 0 0 0 0 1
21287 | Alfuzosin Hydrochloride Uroxatral 12/8/2000 6/12/2003 2000 20 30.53 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 1




FDA has 5/26/97

20886 | Alitretinoin subdate Panretin 5/26/1998 2/2/1999 1998 18 8.28 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0
FDA has
21001 | Almotriptan Malate 12/20/1999 subdate Axert 12/17/1999 5/7/2001 1999 19 16.90 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
This is CZA etrot,
should have been
included as BBW.
Nardinelli coding is
odd, however, in that
it lists alosetron as
having both SBW and
FDA has SBW in BBW, even though
June 2000; BBW in the BBW comes after
21107 | Alosetron HC1 June 2002 the SBW Lotronex 6/29/1999 2/9/2000 1999 19 7.50 0 0 0 0 1 1 0 0 1 1 1 1 1 1 1
20965 | Aminolevulinic acid Levulan Kerastick 7/1/1998 12/3/1999 1998 18 17.10 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0
20511 | Amlexanox Aphthasol 4/19/1995 | 12/17/1996 1995 15 19.99 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0
21007 | Amprenavir Agenerase 10/16/1998 4/15/1999 1998 18 5.95 1 1 0 0 0 0 1 1 1 0 0 0 0 0 0
20333 | Anagrelide Hydrochloride Agrylin 1/31/1996 3/14/1997 1996 16 13.41 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0
20541 | Anastrozole Arimidex 3/29/1995 | 12/27/1995 1995 15 8.98 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0
Not in FDA data;
21264 | Apomorphine Hydrochloride may not be NME Apokyn 12/31/2002 4/20/2004 2002 22 15.87 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0
21549 | Aprepitant Emend 9/27/2002 3/26/2003 2002 22 6.00 1 1 0 0 0 0 1 1 1 0 0 0 0 0 0
FDA has 1/6/1994
20420 | Arbutamine Hydrochloride subdate Genesa 12/20/1993 9/12/1997 1993 13 44.78 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
FDA has 8/15/1997
20883 | Argatroban subdate Acova 8/11/1997 6/30/2000 1997 17 35.13 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
BBW added after
CZA stopped coding.
FDA has BBW Feb This is a class
21436 | Aripiprazole 2006 relabeling. Abilify 10/31/2001 | 11/15/2002 2001 21 12.67 0 0 0 0 0 1 0 0 0 0 1 0 0 0 0
FDA has 3/28/2000
21248 | Arsenic Trioxide subdate Trisenox 3/27/2000 9/25/2000 2000 20 6.07 1 1 0 0 0 0 0 1 1 0 0 0 0 0 0
Articaine HCI 4%
20971 | Epinephrine Septocaine 3/30/1998 4/3/2000 1998 18 24.50 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0
21567 | Atazanavir Sulfate Reyataz 12/20/2002 6/20/2003 2002 22 6.07 1 1 0 0 0 0 1 1 1 0 0 0 0 0 0
21411 | Atomoxetine FDA has BBW Nov | BBW added after Strattera 10/11/2001 | 11/26/2002 2001 21 1370 0 0 0 0 0 1 0 0 0 0 1 0 0 0 0




Hydrochloride

2005

CZA stopped coding;
also a therapeutic class
relabeling.

20702 | Atorvastatin Calcium Lipitor 6/17/1996 | 12/17/1996 1996 16 6.02 1 1 1 0 0 0 0 1 1 1 0 0 0 0 0 0 1
FDA has 12/29/03
50794 | Azacitidine as subdate Vidaza 12/26/2003 5/19/2004 2003 23 4.83 1 0 1 0 0 0 0 0 1 1 0 0 0 0 0 0 1
20428 | Azelaic acid Azelex 2/28/1994 9/13/1995 1994 14 18.48 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 1
20610 | Balsalazide Disodium Colazal 6/23/1997 7/18/2000 1997 17 37.37 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 1
FDA has 9/29/94
20532 | Bentoquatam subdate Tvy Block 9/28/1994 8/26/1996 1994 14 22.95 1 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0 1
20576 | Betaine anhydrous Cystadane 10/25/1995 | 10/25/1996 1995 15 12,03 1 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0 1
FDA has as no predead approval; this fits our
21055 | Bexarotene two week rule Targretin 6/23/1999 | 12/29/1999 1999 19 6.21 1 1 1 0 0 0 0 0 0 1 0 0 0 0 0 0 1
20498 | Bicalutamide Casodex 9/14/1994 10/4/1995 1994 14 12.66 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 1
21275 | Bimatoprost Lumigan 9/18/2000 3/16/2001 2000 20 5.97 1 1 1 0 0 0 0 1 1 1 0 0 0 0 0 0 1
20873 | Bivalirudin Angiomax 12/23/1997 | 12/15/2000 1997 17 36.27 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 1
21602 | Bortezomib Velcade 1/21/2003 5/13/2003 2003 23 3.73 1 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0 1
21290 | Bosentan Tracleer 11/17/2000 | 11/20/2001 2000 20 12,27 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 1
20613 | brimonidine ALPHAGAN 9/7/1995 9/6/1996 1995 15 12.00 0 1 1 0 0 0 0 1 1 0 0 0 0 0 0 0 1
20816 | Brinzolamide Azopt 1/28/1997 4/1/1998 1997 17 14.07 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 1
Discrepancy in FDA
FDA has BBW 31- data; missing from
20535 | Bromfenac Sodium Mar-1998 Drugs@FDA website | Duract 12/30/1994 7/15/1997 1994 14 30.51 0 0 0 1 0 1 1 0 0 0 1 1 1 1 1 1 1
20524 | Butenafine Hydrochloride Mentax 4/5/1995 | 10/18/1996 1995 15 18.48 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 1
20664 | Cabergoline Dostinex 12/27/1995 | 12/23/1996 1995 15 11.90 0 1 1 0 0 0 0 1 1 0 0 0 0 0 0 0 1
20521 | Calfactant Infasurf 7/31/1995 5/7/1997 1995 15 21.24 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 1
20838 | Candesartan Cilexetil Atacand 4/30/1997 6/4/1998 1997 17 13.15 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 1
FDA has BBW added
20896 | Capecitabine 07-Sep-01 Xeloda 10/31/1997 4/30/1998 1997 17 5.95 1 1 1 0 0 1 1 0 1 1 0 1 0 1 0 1 1
20297 | Carvedilol Coreg 3/31/1993 9/14/1995 1993 13 29.49 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 1
21227 | Caspofungin Acetate Cancidas 7/28/2000 1/26/2001 2000 20 6.07 1 1 1 0 0 0 0 1 1 1 0 0 0 0 0 0 1
50739 | Cefdinir Omnicef 9/4/1996 12/4/1997 1996 16 14.99 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 1
FDA has
21222 | Cefditoren Pivoxil 12/29/1999 as Spectracef 12/28/1999 8/29/2001 1999 19 20.33 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 0 1




subdate

FDA has BBW added | BBW added after

20998 | Celecoxib 29-Jul-05 CZA stopped coding Celebrex 6/30/1998 | 12/31/1998 1998 18 6.05 1 1 1 0 0 0 0 0 1 1 0 1 0 1 0 1

20740 | Cerivastatin Sodium BAYCOL 6/26/1996 6/26/1997 1996 16 12.00 0 1 1 1 0 0 0 1 1 0 1 0 1 0 1 0
FDA has 9/29/97

21197 | Cetrorelix Acetate subdate Cetrotide 10/28/1999 8/11/2000 1999 19 9.60 0 1 1 0 0 0 0 0 1 0 0 0 0 0 0 0
FDA has 8/27/1998

20989 | Cevimelin HC1 subdate Evoxac 8/26/1998 1/11/2000 1998 18 16.54 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

20638 | Cidofovir Vistide 10/4/1995 6/26/1996 1995 15 8.75 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0

20863 | Cilostazol Pletal 9/19/1997 1/15/1999 1997 17 15.88 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0
FDA has 9/8/03

21688 | Cinacalcet Hydrochloride subdate Sensipar 9/5/2003 3/8/2004 2003 23 6.17 1 1 1 0 0 0 0 0 1 1 0 0 0 0 0 0

CZA omission;

FDA has BBW 18- therapeutic class

20822 | Citalopram Hydrobromide Feb-2005 relabeling. Celexa 5/12/1997 7/17/1998 1997 17 14.17 0 0 0 0 0 1 1 0 0 0 0 1 0 1 0 0
FDA has 3/30/04

21673 | Clofarabine subdate CLOLAR 3/29/2004 | 12/28/2004 2004 24 9.13 1 1 0 0 0 0 0 0 0 1 0 0 0 0 0 0
We have this as predead; FDA does not; FDA

20839 | Clopidogrel Bisulfate also has 6/29/95 subdate Plavix 4/28/1997 | 11/17/1997 1997 17 6.67 1 1 1 0 0 0 0 0 0 1 0 0 0 0 0 0

21176 | Colesevelam HCI | Welchol 7/30/1999 5/26,/2000 1999 19 10.03 0 1 1 0 0 0 0 1 1 0 0 0 0 0 0 0
Not in our data; prob approved after our

21697 | Conivaptan Hydrochloride coding stopped Vaprisol 1/30/2004 | 12/29/2005 2004 24 23.00 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

20392 | Cysteamine bitartrate Cystagon 11/23/1993 8/15/1994 1993 13 8.71 1 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0

20430 | Danaparoid Sodium Orgaran 12/30/1994 | 12/24/1996 1994 14 23.84 0 0 0 0 1 1 1 1 0 0 0 1 0 1 0 1
FDA has 12/20/02

21572 | Daptomycin subdate Cubsicin 12/19/2002 9/12/2003 2002 22 8.90 1 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0

21513 | Darifenacin Hydrobromide Enablex 12/3/2002 | 12/22/2004 2002 22 25.00 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0

20705 | Delavirdine Mesylate Rescriptor 7/15/1996 4/4/1997 1996 16 8.65 1 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0
FDA has

21165 | Desloratadine 10/21/1999 subdate Clarinex 10/20/1999 | 12/21/2001 1999 19 26.43 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0

21038 | Dexmedetomidine Precedex 12/18/1998 | 12/17/1999 1998 18 11.97 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0

. | DA
Dimyristoylphosphatidylcholin | 10/14/1999 subdate; S Tipid
21191 | e/Perflexane multiple cycle review | Unable to determine Microspheres 4/5/2002 5/31/2002 2002 22 1.87 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
50678 | Ditithromycin Dynabac 4/29/1993 6/19/1995 1993 13 25.68 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0




20449 | Docetaxel Taxotere 7/27/1994 5/14/1996 1994 14 21.60 1 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0
FDA has
20941 | Docosanol 12/22/1997 subdate Abreva 12/19/1997 7/25/2000 1997 17 31.63 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
20931 | Dofetilide Tikosyn 3/9/1998 10/1/1999 1998 18 18.77 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0
20623 | dolasetron mesilate ANZEMET 9/29/1995 9/11/1997 1995 15 23.44 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0
FDA has 4/5/1996
20690 | donepezil hydrochloride subdate ARICEPT 3/29/1996 | 11/25/1996 1996 16 7.92 1 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0
20408 | Dorzolamide Trusopt 12/10/1993 12/9/1994 1993 13 11.97 1 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0
FDA has 3/9/1998
20862 | Doxercalciferol subdate Hectorol 3/7/1998 6/9/1999 1998 18 15.09 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Drospirenone/Ethinyl FDA has 5/17/1999
21098 | Estradiol subdate Yasmin 5/14/1999 5/11/2001 1999 19 24.27 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
21427 | Duloxetine Hydrochloride Cymbalta 11/12/2001 8/3/2004 2001 21 33.17 0 0 0 0 1 1 1 1 0 0 0 1 0 1 0 0
21319 | Dutasteride Avodart 12/21/2000 | 11/20/2001 2000 20 11.13 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0
20972 | Efavirenz Sustiva 6/11/1998 9/17/1998 1998 18 3.22 1 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0
21016 | Eletriptan Hydrobromide Relpax 10/27/1998 | 12/26/2002 1998 18 50.70 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0
20706 | Emedastine Difumarate Emadine 3/26/1996 | 12/29/1997 1996 16 21.14 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0
We code significant
FDA does not have new information
21500 | Emtricitabine BBW,; we have BBW | added to BBW Emtriva 9/3/2002 7/2/2003 2002 22 10.07 0 1 1 0 1 1 1 0 1 0 0 0 0 0 0 0
FDA has 9/16/02
21481 | Enfuvirtide subdate Fuzeon 9/13/2002 3/13/2003 2002 22 6.03 1 1 1 0 0 0 0 0 1 1 0 0 0 0 0 0
20796 | Entacapone Comtan 1/2/1998 | 10/19/1999 1998 18 21.53 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0
FDA has no BBW;
we have BBW; also We code significant
FDA has 9/29/04 new information
21797 | Entecavir subdate added to BBW Baraclude 9/30/2004 3/29/2005 2004 24 6.00 1 1 1 0 1 0 1 0 1 1 0 0 0 0 0 0
FDA has 12/20/02
21565 | Epinastine Hydrochloride subdate Elestat 12/19/2002 | 10/16/2003 2002 22 10.03 0 1 1 0 0 0 0 0 1 0 0 0 0 0 0 0
50778 | Epirubicin Ellence 12/15/1998 9/15/1999 1998 18 9.01 1 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0
FDA has 11/29/01
21437 | Eplerenone subdate Inspra 11/28/2001 9/27/2002 2001 21 10.10 0 1 1 0 0 0 0 0 1 0 0 0 0 0 0 0
20444 | Epoprostenol Flolan 2/28/1994 9/20/1995 1994 14 18.71 1 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0
20738 | Eprosartan Mesylate Teveten 10/11/1996 | 12/22/1997 1996 16 14.37 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0
20718 | Eptifibatide Integrilin 4/2/1996 5/18/1998 1996 16 22.90 1 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0




FDA has 7/30/04

21743 | Erlotinib Hydrochloride subdate Tarceva 7/29/2004 | 11/18/2004 2004 24 3.73 1 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0 1

21337 | Ertapenem Sodium Invanz 11/30/2000 | 11/21/2001 2000 20 11.87 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 1
FDA has 1/31/03

21476 | Eszopicline subdate Lunesta 1/20/2003 12/15/2004 2003 23 2317 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1

Ethinyl
21187 | Estradiol/Etonogestrel NuvaRing 12/28/1999 10/3/2001 1999 19 21.50 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 1
Ethinyl

21180 | Estradiol/Norelgestromin Ortho Evra 12/21/2000 | 11/20/2001 2000 20 11.13 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 1
FDA has 12/21/98

20753 | Exemestane subdate Aromasin 12/18/1998 | 10/21/1999 1998 18 10.09 0 1 1 0 0 0 0 0 1 0 0 0 0 0 0 0 1
FDA has 6/30/04

21773 | Exenatide subdate Byetta 6/29/2004 4/28/2005 2004 24 10.10 0 1 1 0 0 0 0 0 1 0 0 0 0 0 0 0 1

21445 | Ezetimibe Zctia 12/27/2001 10/25/2002 2001 21 10.07 0 1 1 0 0 0 0 1 1 0 0 0 0 0 0 0 1

20363 | Famciclovir Famvir 6/30/1993 6/29/1994 1993 13 11.97 0 0 1 0 0 0 0 1 1 0 0 0 0 0 0 0 1
FDA has 2/7/1994

20416 | Ferumoxides subdate Fetidex 7/2/1994 8/30/1996 1994 14 25.97 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1

20410 | Ferumoxsil Gastromark 11/23/1993 12/6/1996 1993 13 36.46 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 1

20625 | fexofenadine HCI ALLEGRA 7/31/1995 7/25/1996 1995 15 11.84 0 1 1 0 0 0 0 1 1 0 0 0 0 0 0 0 1

Fludeoxyglucose F

20306 | Fludeoxyglucose F 18 Not in our data 18 1/19/1993 8/19/1994 1993 13 19.00 1 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0

20696 | Fomepizole Antizol 12/6/1996 12/4/1997 1996 16 11.93 0 1 1 0 0 0 0 1 1 0 0 0 0 0 0 0 1

20961 | Fomivirsen Sodium Vitravene 4/9/1998 8/26/1998 1998 18 457 1 1 1 0 0 0 0 1 1 1 0 0 0 0 0 0 1
FDA has as priority; we originally had as
standard; priority and predead have been

21345 | Fondaparinux Sodium recoded Arixtra 2/15/2001 12/7/2001 2001 21 9.83 1 1 0 0 1 0 0 0 0 1 0 0 0 0 0 0 1
FDA has 6/26/1997

20831 | Formoterol Fumarate subdate Foradil Aerolizer 6/24/1997 2/16/2001 1997 17 44.43 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1

50717 | Fosfomycin Tromethamine Monurol 9/29/1994 | 12/19/1996 1994 14 26.70 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 1

20450 | Fosphenytoin Sodium Cerebyx 2/23/1995 8/5/1996 1995 15 17.39 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 1

21006 | Frovatriptan Frova 1/29/1999 11/8/2001 1999 19 33.80 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 1

21344 | Fulvestrant Faslodex 3/28/2001 4/25/2002 2001 21 13.10 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 1

21357 | Gadobenate Dimeglumine Multihance 4/27/2001 11/23/2004 2001 21 43.53 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 1
FDA has BBW Sept BBW added after

20937 | Gadoversetamide 2007 CZA stopped coding; | OptiMark 3/2/1998 12/8/1999 1998 18 21.24 0 0 0 0 0 0 1 0 0 0 0 1 0 0 0 0 1




this is also a
therapeutic class

relabeling
21169 | Galantamine Hydrobromide Reminyl 9/29/1999 2/28/2001 1999 19 17.27 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 1
21057 | Ganirelix acetate Antagon 1/29/1999 7/29/1999 1999 19 5.95 1 1 1 0 0 0 0 1 1 1 1 0 0 0 0 0 0 1
21061 | Gatifloxacin Tequin 12/28/1998 |  12/17/1999 1998 18 11.64 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 1
FDA has this as not predead; prob coding
error on our patt; also, FDA has 8/5/02
21399 | Gefitinib subdate Tressa 8/2/2002 5/5/2003 2002 22 9.20 1 1 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0 1
20509 | Gemcitabine Hydrochloride Gemzar 2/2/1995 5/15/1996 1995 15 15.39 1 0 0 0 0 0 0 1 1 0 1 0 0 0 0 0 0 1
FDA has
21158 | Gemifloxacin Mesylate 12/16/1999 subdate Factive 12/15/1999 4/4/2003 1999 19 40.20 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 1
FDA has as not predead; prob coding error on
21174 | Gemtuzumab Ozogamicin our part Mylotarg 10/29/1999 5/17/2000 1999 19 6.70 1 1 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0 1
20622 | Glatitamer Acetate Copaxone 10/11/1995 | 12/20/1996 1995 15 14.33 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 1
20496 | Glimepiride Amaryl 8/30/1994 | 11/30/1995 1994 14 15.02 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 1
20357 | GLUCOPHAGE GLUCOPHAGE 9/29/1993 3/3/1995 1993 13 17.10 1 0 0 0 0 0 0 1 1 0 1 0 0 0 0 0 0 1
20695 | Grepafloxacin Hydrochloride Raxar 11/8/1996 11/6/1997 1996 16 11.93 0 1 1 1 0 0 0 1 1 1 0 1 0 1 0 1 0 1
21256 | Human Secretin ChiRhoStim 6/14/2001 4/9/2004 2001 21 34.33 1 0 0 0 0 0 0 1 1 0 1 0 0 0 0 0 0 1
FDA has 7/7/03
21665 | Hyaluronidase subdate Amphadase 6/6/2003 | 10/26/2004 2003 23 16.93 1 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0 1
Not in our data; prob approved after our
21716 | Hyaluronidase coding stopped Hydase 10/20/2003 | 10/25/2005 2003 23 24.20 1 0 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0 0
Hydrochlorothiazide; L i
rbesartan
20758 | Irbesartan Hydrochlorothiazide 9/26/1996 9/30/1997 1996 16 12.13 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 1
Hydrochlorothiazide; Losartan | Not in FDA data;
20387 | Potassium may not be NME Hyzaar 12/3/1993 4/28/1995 1993 13 16.80 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
HYDROMORPHONE- Not in FDA data;
OROS may not be NME Dilaudid, OROS 6/2/2000 2000 20 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
FDA has 7/16/02
21455 | Ibandronate Sodium subdate Boniva 7/15/2002 5/16/2003 2002 22 10.17 0 1 1 0 0 0 0 0 1 1 0 0 0 0 0 0 0 1
20491 | Ibutilide fumarate Corvert 10/28/1994 | 12/28/1995 1994 14 14.01 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 1
21321 | Icodextrin Extraneal 12/22/2000 | 12/20/2002 2000 20 2427 0 0 0 0 0 0 0 1 1 0 0 0 0 0 0 0 0 1
21779 | Iloprost Ventavis 6/30/2004 | 12/29/2004 2004 24 6.07 1 1 1 0 0 0 0 1 1 1 1 0 0 0 0 0 0 1
21335 | Imatinib Mesylate Gleevee 2/27/2001 5/10/2001 2001 21 2.40 1 0 0 0 0 0 0 1 1 0 1 0 0 0 0 0 0 1




20367 | Imiglucerase Cerezyme 5/21/1993 5/23/1994 1993 13 12.07 1 0 0 0 0 0 0 0 1 0 0 0 0 0 0
20723 | Imiquimod Aldara 7/26/1996 2/27/1997 1996 16 7.10 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
20685 | Indinavir Sulfate Crixivan 1/31/1996 3/13/1996 1996 16 1.38 1 0 0 0 0 0 0 0 1 0 0 0 0 0 0
FDA has 9/16/1998
20986 | Insulin Aspart Recombinant subdate NovoLog 9/15/1998 6/7/2000 1998 18 21.03 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
21536 | Insulin Detemir Levemir 12/5/2002 6/16/2005 2002 22 30.80 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
FDA has 4/23/99
21081 | Insulin Glargine subdate Lantus 4/9/1999 4/20/2000 1999 19 12.39 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
21629 | Insulin Glulisine Apidra 6/18/2003 4/16/2004 2003 23 10.10 0 1 1 0 0 0 0 1 0 0 0 0 0 0 0
20563 | Insulin Lispro Humalog 3/14/1995 6/14/1996 1995 15 15.06 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
20587 | Intrapleural Aerosol Sclerosol 8/15/1995 12/24/1997 1995 15 28.34 1 0 0 0 0 0 0 0 1 0 0 0 0 0 0
20351 | Todixanol Visipaque 270, 320 3/5/1993 3/22/1996 1993 13 3659 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
FDA has as not predead; falls within our two
20757 | Irbesartan week rule Avapro 9/26/1996 9/30/1997 1996 16 12.13 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0
20571 | Irinotecan Hydrochloride Camptosar 12/28/1995 6/14/1996 1995 15 5.56 1 1 1 0 0 0 0 1 1 0 0 0 0 0 0
50742 | Ivermectin Stromectol 4/1/1996 | 11/22/1996 1996 16 7.73 1 0 0 0 0 0 0 0 1 0 0 0 0 0 0
21066 | Ketotifen fumarate Zaditor 1/4/1999 7/2/1999 1999 19 5.88 1 1 1 0 0 0 0 1 1 0 0 0 0 0 0
FDA has BBW 15-Dec-97; FDA also has as
20564 | Lamivudine predeadline Epivir 7/7/1995 | 11/17/1995 1995 15 4.37 1 0 0 0 0 1 1 1 1 0 1 0 1 0 1
20406 | Lansoprazole Prevacid 11/15/1993 5/10/1995 1993 13 17.79 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Lanthanum Carbonate
21468 | Hydrate Fosrenol 4/30/2002 | 10/26/2004 2002 22 30.33 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
20597 | Latanoprost Xalatan 6/16/1995 6/5/1996 1995 15 11.67 1 0 0 0 0 0 0 0 1 0 0 0 0 0 0
20905 | Leflunomide Arava 3/10/1998 9/10/1998 1998 18 6.05 1 1 1 0 0 0 0 1 1 0 0 0 0 0 0
20807 | Lepirudin Refludan 12/31/1996 3/6/1998 1996 16 14.14 1 0 0 0 0 0 0 0 1 0 0 0 0 0 0
20726 | Letrozole Femara 7/25/1996 7/25/1997 1996 16 12.00 0 1 1 0 0 0 0 1 0 0 0 0 0 0 0
21035 | Levetiracetam Keppra 2/1/1999 11/30/1999 1999 19 9.93 0 1 1 0 0 0 0 1 0 0 0 0 0 0 0
Discrepancy with
other FDA data; FDA
does not list this as
withdrawal in 2004
publications and in
FDA has SBW in data given to Berndt
20315 | Levomethadyl acetate Aug 2003 etal. Orlaam 6/21/1993 7/9/1993 1993 13 0.59 1 0 0 0 0 0 0 0 1 1 0 1 0 1 0




FDA has 8/11/03

21667 | L-Glutamine subdate NutreStore 8/8/2003 6/10/2004 2003 23 10.23 0 1 1 0 0 0 0 0 1 0 0 0 0 0 0 0
FDA has
21130 | Linezolid 10/18/1999 subdate Zyvox 10/15/1999 4/18/2000 1999 19 6.12 1 1 1 0 0 0 0 0 1 1 0 0 0 0 0 0
FDA has 6/01/00
21226 | Lopinavir;Ritonavir subdate Kaletra 5/31/2000 9/15/2000 2000 20 3.57 1 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0
20386 | Losartan potassium Cozaar 12/3/1993 4/14/1995 1993 13 16.34 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0
20583 | Loteprednol Etabonate LOTEMAX 3/31/1995 3/9/1998 1995 15 35.31 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0
FDA has 9/15/1995
20652 | Mangafodipir Trisodium subdate Teslascan 9/8/1995 | 11/26/1997 1995 15 26.63 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
FDA has BBW 11-
August-2005; FDA
also has 12/16/98 BBW added after
20938 | Meloxicam subdate CZA stopped coding. | Mobic 12/15/1998 4/13/2000 1998 18 16.17 0 0 0 0 0 0 1 0 0 0 0 1 0 0 0 0
21487 | Memantine Hydrochloride Namenda 12/19/2002 | 10/16/2003 2002 22 10.03 0 1 1 0 0 0 0 1 1 0 0 0 0 0 0 0
20922 | Mequinol Solage 12/30/1997 | 12/10/1999 1997 17 23.34 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0
MERETEK UBT KIT (W/ Pt
20586 | PRANACTIN) PRANACTIN) 5/11/1995 9/17/1996 1995 15 16.27 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0
FDA has
50706 | Meropenem 10/30/1993 subdate Merrem LV. 10/28/1993 6/21/1996 1993 13 31.79 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Not in FDA data;
40306 | METADATE ER may not be NME METADATE ER 4/13/1998 | 10/20/1999 1998 18 18.25 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Discrepancy in FDA
data; not listed on
20689 | Mibefradil Dihydrochloride Drugs@FDA website | Posicor 3/11/1996 6/20/1997 1996 16 15.32 0 0 0 1 0 0 0 1 0 0 1 0 1 0 1 0
21506 | Micafungin Sodium Mycamine 4/29/2002 | 3/16/2005 2002 22 35.07 1 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0
FDA has 3/18/1996
20687 | Mifepristone subdate Mifeprex 3/14/1996 9/28/2000 1996 16 55.30 1 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0
20682 | Miglitol Glyset 12/29/1995 | 12/18/1996 1995 15 11.67 0 1 1 0 0 0 0 1 1 0 0 0 0 0 0 0
FDA has 4/21/2001
21348 | Miglustat subdate Zavesca 4/20/2001 7/31/2003 2001 21 27.73 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
CZA omission;
FDA has BBW 12- therapeutic class
20415 | Mirtazapine Jan-2005 relabeling Remeron 1/30/1995 6/14/1996 1995 15 16.47 0 0 0 0 0 1 1 0 0 0 0 1 0 1 0 0
20717 | Modafinil Provigil 12/30/1996 | 12/24/1998 1996 16 23.80 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0
20829 | Montelukast Sodium Singulair 2/21/1997 2/20/1998 1997 17 11.97 0 1 1 0 0 0 0 1 1 0 0 0 0 0 0 0




21085 | Moxifloxacin Avelox 12/10/1998 | 12/10/1999 1998 18 12.00 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
50722 | Mycophenolate mofetil Celleept 11/10/1994 5/3/1995 1994 14 5.72 1 1 1 0 0 0 0 1 1 0 0 0 0 0 0
20459 | Nalmefene Revex 4/29/1994 4/17/1995 1994 14 11.61 0 0 1 0 0 0 0 1 0 0 0 0 0 0 0
20763 | Naratriptan Amerge 12/4/1996 2/10/1998 1996 16 14.24 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
21204 | Nateglinide Starlix 12/17/1999 12/22/2000 1999 19 12.37 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
FDA has subdate of
20779 | Nelfinavir Mesylate 12/26/96 Viracept 12/20/1996 3/14/1997 1996 16 276 1 0 0 0 0 0 0 0 1 0 0 0 0 0 0
FDA has 4/27/1998
20920 | Nesiritide subdate Natrecor 4/24/1998 8/10/2001 1998 18 40.13 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
20636 | Nevirapine Viramune 2/23/1996 6/21/1996 1996 16 391 1 0 0 0 0 0 0 0 1 0 0 0 0 0 0
Nilutamide had BBW
from the start,
addition was arguably
not significant; see
Bennett et al,
AnnalsIM, 16
September 2003,
FDA has BBW 29- Volume 139 Issue 6, p
20169 | Nilutamide Sep-2000 529 Nilandron 3/7/1994 9/19/1996 1994 14 30.48 0 0 0 0 0 1 1 0 0 0 1 0 1 0 1
20356 | Nisoldipine Sular 4/1/1993 2/2/1995 1993 13 22.09 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
21498 | Nitazoxanide Alinia 5/29/2002 | 11/22/2002 2002 22 5.90 1 1 1 0 0 0 0 1 1 0 0 0 0 0 0
FDA has 9/8/2000
21232 | Nitisinone subdate Orfadin 12/27/1999 1/18/2002 1999 19 25.10 1 0 0 0 0 0 0 0 1 0 0 0 0 0 0
20845 | Nitric oxide INOmax 6/16/1997 12/23/1999 1997 17 30.25 1 0 0 0 0 0 0 0 1 0 0 0 0 0 0
BBW added after
We have this as CZA stopped coding,.
predead; FDA does BBW is therapeutic
not; FDA also has class relabeling for
20592 | Olanzapine BBW Feb06 atypical antipsychotics | Zyprexa 9/22/1995 9/30/1996 1995 15 12.30 0 1 1 0 0 0 1 0 0 0 1 0 0 0 0
21286 | Olmesartan Medoxomil Benicar 7/25/2000 4/25/2002 2000 20 21.30 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
FDA has 1/29/96
20688 | Olopatadine Hydrochloride subdate Patanol 1/19/1996 | 12/18/1996 1996 16 10.98 0 1 1 0 0 0 0 1 0 0 0 0 0 0 0
FDA has 1/12/04
21654 | Omega-3-acid Ethyl Esters subdate Omacor 1/9/2004 | 11/10/2004 2004 24 10.20 0 1 1 0 0 0 0 1 0 0 0 0 0 0 0
FDA has
20766 | Orlistat 11/27/1996 subdate Xenical 11/26/1996 | 4/23/1999 1996 16 28.87 1 0 0 0 0 0 0 0 1 0 0 0 0 0 0




21087 | Oseltamivir Tamiflu 4/29/1999 10/27/1999 1999 19 5.95 1 1 1 0 0 0 0 1 1 1 0 0 0 0 0 0
FDA has 8/5/03
21640 | Ovine Hyaluronidase subdate Vitrase 8/4/2003 5/5/2004 2003 23 9.17 1 1 0 0 0 0 0 0 0 1 0 0 0 0 0 0
This is a changed
BBW, but not one
that imparts
significant new safety
21492 | Oxaliplatin information. Eloxatin 6/24/2002 8/9/2002 2002 22 1.53 1 0 0 0 1 0 0 1 0 1 0 0 0 0 0 0
21014 | Oxcarbazepine Trileptal 9/25/1998 1/14/2000 1998 18 15.87 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0
FDA has 9/27/02
21372 | Palonosetron Hydrochloride subdate Aloxi 9/26/2002 7/25/2003 2002 22 10.07 0 1 1 0 0 0 0 0 1 0 0 0 0 0 0 0
20987 | Pantoprazole Sodium Protonix 6/30/1998 2/2/2000 1998 18 19.40 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0
20819 | Paricalcitol Zemplar 1/17/1997 4/17/1998 1997 17 14.96 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0
21756 | Pegaptanib Sodium Macugen 6/17/2004 | 12/17/2004 2004 24 6.10 1 1 1 0 0 0 0 1 1 1 0 0 0 0 0 0
FDA has
21106 | Pegvisomant 12/26/2000 subdate Somavert 12/22/2000 3/25/2003 2000 20 27.43 1 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0
21462 | Pemetrexed Disodium Alimta 9/29/2003 2/4/2004 2003 23 427 1 0 1 0 0 0 0 1 1 1 0 0 0 0 0 0
FDA has 3/26/99
21079 | Pemirolast potassium subdate Alamast 3/25/1999 9/24/1999 1999 19 6.02 1 1 1 0 0 0 0 0 1 1 0 0 0 0 0 0
20629 | Penciclovir Denavir 10/16/1995 9/24/1996 1995 15 11.31 0 1 1 0 0 0 0 1 1 0 0 0 0 0 0 0
FDA has 4/28/04 Pentetate Calcium
21749 | Pentetate Calcium Trisodium subdate Trisodium 4/1/2004 8/11/2004 2004 24 4.40 1 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0
FDA has 4/28/04 Pentetate Zinc
21751 | Pentetate Zinc Trisodium subdate Trisodium 4/5/2004 8/11/2004 2004 24 4.27 1 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0
Perfluoroalkylpolyether; Skin Exposure
(PFPE) Rcd.ucr_i()fn Pas.tc
Polytetrafluoroethylene er’; . (A};ﬁfql
21084 | (PTFE) (SERPACWA) 8/18/1999 2/17/2000 1999 19 6.10 1 1 1 0 0 0 0 1 1 1 0 0 0 0 0 0
FDA has BBW Oct BBW added after
21064 | Perflutren Lipid Microsphere | 2007 CZA stopped coding | Definity 12/8/1998 7/31/2001 1998 18 32.20 0 0 0 0 0 0 1 0 0 0 0 1 0 0 0 0
FDA has BBW Jan BBW added after
21302 | Pimecrolimus 2006 CZA stopped coding | Elidel 12/15/2000 | 12/13/2001 2000 20 12.10 0 0 0 0 0 0 1 0 0 0 0 1 0 0 0 0
FDA has BBW added | BBW added after
21073 | Pioglitazone Aug 07 CZA stopped coding | Actos 1/18/1999 7/15/1999 1999 19 5.85 1 1 1 0 0 0 1 0 1 1 0 1 0 0 0 0
20744 | Poractant alfa Curosurf 7/3/1996 | 11/18/1999 1996 16 40.54 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0




20451 | Porfimer Photofrin 4/13/1994 | 12/27/1995 1994 14 20.48 1 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0 1
FDA has
20667 | Pramipexole Dihydrochloride 12/28/1995 subdate Mirapex 12/26/1995 7/1/1997 1995 15 18.18 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
FDA has 12/8/2000
21332 | Pramlintide Acetate subdate Symlin 12/7/2000 3/16/2005 2000 20 52.00 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
FDA has 10/31/03
21446 | Pregabalin subdate Lytica 10/30/2003 12/30/2004 2003 23 14.23 1 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0 1
FDA has as no predead approval; this may be
21626 | Prussian Blue coding error on our part Radiogardase 3/10/2003 10/2/2003 2003 23 6.87 1 1 0 0 0 0 0 0 0 1 0 0 0 0 0 0 1
BBW added after
CZA stopped coding;
BBW is therapeutic
FDA has BBW Feb class relabeling for
20639 | Quetiapine Fumarate 2007 atypical antipsychotics | Seroquel 7/29/1996 9/26/1997 1996 16 13.94 0 0 0 0 0 0 1 0 0 0 0 1 0 0 0 0 1
50748 | Quinupristin/dalfopristin FDA has as priority; FDA has NDA # 50747 Synercid 9/5/1997 9/21/1999 1997 17 24.53 1 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0 1
20973 | Rabeprazole sodium Aciphex 3/31/1998 8/19/1999 1998 18 16.64 0 0 0 0 0 1 0 0 0 0 0 0 1
FDA has BBW added | BBW added after
20815 | Raloxifene Hydrochloride Sep 07 CZA stopped coding | Evista 6/9/1997 12/9/1997 1997 17 6.02 1 1 1 0 0 0 1 0 1 1 0 1 0 0 0 0 1
21782 | Ramelteon Not in our data Rozerem 9/22/2004 7/22/2005 2004 24 10.00 0 1 1 0 0 0 0 0 1 0 0 0 0 0 0 0 0
20984 | Rapacuronium bromide Raplon 6/25/1998 8/18/1999 1998 18 13.78 0 0 0 1 0 0 0 0 0 1 0 1 0 1 0 1
20630 | Remifentanil Hydrochloride Ultiva 9/15/1995 7/12/1996 1995 15 9.90 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 1
20741 | Repaglinide Prandin 7/1/1997 12/22/1997 1997 17 5.72 1 1 1 0 0 0 0 1 1 1 0 0 0 0 0 0 1
21024 | Rifapentine Priftin 12/22/1997 6/22/1998 1997 17 5.98 1 1 1 0 0 0 0 1 1 1 0 0 0 0 0 0 1
FDA has
21361 | Rifaximin 12/26/2001 subdate Xifaxan 12/21/2001 5/25/2004 2001 21 29.53 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1
Our original predead code was 0; think this was
also coded standard; FDA has not as predead,
20599 | Riluzole b/c of 2 cycles Rilutek 6/29/1995 12/12/1995 1995 15 5.46 1 0 1 0 0 0 0 0 0 1 0 0 0 0 0 0 1
20474 | Rimexolone Vexol 6/1/1994 | 12/30/1994 1994 14 6.97 1 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0 1
20835 | Risedronate Sodium Actonel 4/1/1997 3/27/1998 1997 17 11.84 0 1 1 0 0 0 0 1 1 0 0 0 0 0 0 0 1
20659 | Ritonavir Norvir 12/21/1995 3/1/1996 1995 15 233 1 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0 1
20823 | Rivastigmine Tartrate Exclon 4/7/1997 4/21/2000 1997 17 37.00 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 1
20864 | Rizatriptan Benzoate Maxalt 6/30/1997 6/29/1998 1997 17 11.97 0 1 1 0 0 0 0 1 1 0 0 0 0 0 0 0 1
20214 | Rocuronium bromide Zemuron 6/29/1993 3/17/1994 1993 13 8.58 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0 1
21042 | Rofecoxib Vioxx 11/23/1998 5/20/1999 1998 18 5.85 1 1 1 1 0 0 0 1 1 1 1 0 1 0 1 0 1




20658 | Ropinirole Hydrochloride Requip 1/2/1996 9/19/1997 1996 16 20.58 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0
Ropivacaine Hydrochloride
20533 | Monohydrate Naropin 3/31/1995 9/24/1996 1995 15 17.85 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0
FDA has BBW added | BBW added after
21071 | Rosiglitazone Maleate Aug 07 CZA stopped coding | Avandia 11/25/1998 5/25/1999 1998 18 5.95 1 1 1 0 0 0 1 0 1 1 0 1 0 0 0 0
21366 | Rosuvastatin Calcium Crestor 6/26/2001 8/12/2003 2001 21 25.90 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0
20772 | Sacrosidase Sucraid 5/7/1997 4/9/1998 1997 17 11.08 1 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0
20570 | Samarium Sm 153 Edtmp Quadramet 6/13/1995 3/28/1997 1995 15 21.50 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0
FDA has BBW added | NIH website lists as
20628 | Saquinavir 14 Nov 2000 not BBW Invirase 8/31/1995 12/6/1995 1995 15 3.19 1 0 0 0 0 1 1 0 0 0 1 0 1 0 1
21385 | Sertaconazole Nitrate Ertaczo 9/28/2001 12/10/2003 2001 21 26.77 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0
FDA has this as not
predead; this is Fall
97 submission,
before FDAMA
deadlines operate, This is indeterminate
according to our and open to
20926 | Sevelamer Hydrochloride notes interpretation Renagel 11/3/1997 | 10/30/1998 1997 17 11.87 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0
20478 | Sevoflurane Ultane 7/11/1994 6/7/1995 1994 14 10.88 0 1 1 0 0 0 0 1 1 0 0 0 0 0 0 0
20632 | Sibutramine Hydrochloride Meridia 8/9/1995 | 11/22/1997 1995 15 27.48 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0
20895 | Sildenafil Citrate Viagra 9/29/1997 3/27/1998 1997 17 5.88 1 1 1 0 0 0 0 1 1 1 0 0 0 0 0 0
21083 | Sirolimus Rapamune 12/15/1998 9/15/1999 1998 18 9.01 1 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0
20955 | Sodium Ferric Gluconate Ferrlicit 12/30/1997 2/18/1999 1997 17 13.64 1 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0
FDA has
21196 | Sodium Oxybate 10/02/2000 subdate Xyrem 9/30/2000 7/17/2002 2000 20 21.83 1 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0
20573 | Sodium Phenylbutyrate Buphenyl 2/17/1995 4/30/1996 1995 15 14.40 1 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0
21518 | Solifenacin Succinate VESIcare 12/19/2002 |  11/19/2004 2002 22 23.37 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0
20677 | Sparfloxacin Zagam 12/27/1995 | 12/19/1996 1995 15 11.77 0 1 1 0 0 0 0 1 1 0 0 0 0 0 0 0
20412 | Stavudine [d4T] Zerit 12/28/1993 6/24/1994 1993 13 5.85 1 1 1 0 0 0 0 1 1 1 0 0 0 0 0 0
50708 | Tacrolimus Prograf 7/26/1993 4/8/1994 1993 13 8.42 1 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0
FDA has 6/29/2001
21368 | Tadalafil subdate Cialis 6/28/2001 | 11/21/2003 2001 21 29.20 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
20579 | Tamsulosin Hydrochloride Flomax 4/15/1996 4/15/1997 1996 16 12.00 0 1 1 0 0 0 0 1 1 0 0 0 0 0 0 0
20600 | Tazarotene Tazotac 6/19/1995 6/13/1997 1995 15 23.84 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0




FDA has 8/20/97

20887 | Technetium tc 99m Apcitide subdate AcuTect 8/19/1997 9/14/1998 1997 17 12.85 1 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0
21012 | Technetium tc 99m depreotide NeoTect 6/16/1998 8/3/1999 1998 18 13.58 1 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0
Technetium Tc-99m
20372 | Tetrofosmin Kit Myoview 6/7/1993 2/9/1996 1993 13 3212 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0
FDA has SBW SBW after CZA
21200 | Tegaserod Maleate March 2007 stopped coding Zelnorm 2/11/2000 7/24/2002 2000 20 29.80 1 0 0 0 0 0 0 0 0 1 1 0 0 0 0 0
FDA has BBW Feb
2007; FDA also has
March 1, 2000 BBW added after
21144 | Telithromycin subdate CZA stopped coding | Ketek 2/28/2000 4/1/2004 2000 20 49.80 0 0 0 0 0 0 1 0 0 0 0 1 0 0 0 0
20850 | Telmisartan Micardis 9/26/1997 | 11/10/1998 1997 17 13.48 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0
FDA has 8/13/1998
21029 | Temozolomide subdate Temodar 8/12/1998 8/11/1999 1998 18 11.97 1 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0
We code significant
Tenofovir Disoproxil FDA has 5/1/01 new information
21356 | Fumarate subdate added to BBW Viread 4/30/2001 10/26/2001 2001 21 5.97 1 1 1 0 1 1 1 0 1 1 0 0 0 0 0 0
20785 | Thalidomide Thalomid 12/20/1996 7/16/1998 1996 16 18.84 1 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0
FDA has 12/15/97
20898 | Thyrotropin Alfa subdate Thyrogen 12/12/1997 | 11/30/1998 1997 17 11.61 1 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0
20646 | Tiagabine Hydrochloride Gabitril 11/6/1995 9/30/1997 1995 15 22.82 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0
21821 | Tigecycline Tygacil 12/15/2004 6/15/2005 2004 24 6.07 1 1 1 0 0 0 0 1 1 1 0 0 0 0 0 0
FDA has this as not predead; falls within our
20707 | Tiludronate Disodium two week rule Skelid 2/28/1996 3/7/1997 1996 16 12.26 0 1 1 0 0 0 0 0 0 0 0 0 0 0 0 0
There was a BBW
labeling change, but
FDA has no BBW; not significant new
we have BBW; FDA safety information
21618 | Tinidazole has 7/17/03 subdate | communicated. Tindamax 7/16/2003 5/17/2004 2003 23 10.20 0 1 1 0 1 0 0 0 1 0 0 0 0 0 0 0
20484 | Tinzaparin Sodium Innohep 6/30/1999 7/14/2000 1999 19 12.67 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0
FDA has
21395 | Tiotropium Bromide 12/13/2001 subdate Spitiva Handihaler 12/12/2001 1/30/2004 2001 21 25.97 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
FDA has no BBW;
we have BBW; FDA | We code significant
has 12/22/04 new information
21814 | Tipranavir subdate added to BBW Aptivus 12/21/2004 6/22/2005 2004 24 6.10 1 1 1 0 1 0 1 0 1 1 0 0 0 0 0 0




FDA has no predead; this is prob coding error

20912 | Tirofiban Hydrochloride on our part Aggrastat 10/31/1997 5/14/1998 1997 17 6.41 1 1 1 0 0 0 0 0 0 1 0 0 0 0 0 0
20397 | Tizanidine Hydrochloride Zanaflex 12/6/1993 11/27/1996 1993 13 35.74 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0
This is indeterminate,
as CZA coded
FDA does not have multiple withdrawals
SBW; also FDA has in foreign markets,
20697 | Tolcapone 6/5/96 subdate and FDA did not Tasmar 6/3/1996 1/29/1998 1996 16 19.89 0 0 0 1 1 1 1 0 0 0 0 1 0 1 0 1
20771 | Tolterodine Tartrate Detrol 3/25/1997 3/25/1998 1997 17 12.00 0 1 1 0 0 0 0 1 1 0 0 0 0 0 0 0
20505 | Topiramate Topamax 12/30/1994 | 12/24/1996 1994 14 23.84 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0
20671 | Topotecan Hydrochloride Hycamtin 12/22/1995 5/28/1996 1995 15 5.19 1 1 1 0 0 0 0 1 1 1 0 0 0 0 0 0
20497 | Toremifene Citrate Fareston 1/3/1995 5/29/1997 1995 15 28.83 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0
20281 | Tramadol Hydrochloride Not in our data Ultram 11/18/1993 3/3/1995 1993 13 15.50 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
20528 | Trandolapril Mavik 9/29/1994 4/26/1996 1994 14 18.90 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0
FDA has 7/7/2000
21257 | Travoprost subdate Travatan 7/6/2000 3/16/2001 2000 20 8.43 1 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0
21272 | Treprostinil Sodium Remodulin 10/16/2000 5/21/2002 2000 20 19.40 1 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0
20326 | Trimetrexate glucuronate Neutrexin 2/1/1993 | 12/17/1993 1993 13 10.49 1 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0
20715 | Triptorelin Pamoate FDA 6/26/1996 subdate; we have recoded Trelstar Depot 12/16/1999 6/15/2000 1999 19 6.07 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
20720 | Troglitazone Rezulin 8/1/1996 1/29/1997 1996 16 5.95 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1
FDA has 4/29/03
21595 | Trospium Chloride subdate Sanctura 4/28/2003 5/28/2004 2003 23 13.20 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
FDA has no SBW for
this but does have
SBW for Otlaam,
which exits U.S.
FDA has no SBW, market through the
20759 | Trovafloxacin Mesylate has BBW same mechanism Trovan 12/30/1996 12/18/1997 1996 16 11.61 0 1 1 1 1 1 1 0 1 0 0 1 0 1 0 1
FDA has 10/27/03
21670 | Trypan Blue subdate Vision Blue 10/24/2003 | 12/16/2004 2003 23 13.97 1 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0
FDA has 2/15/00
21214 | Unoprostone Isopropyl subdate Rescula 2/14/2000 8/3/2000 2000 20 5.70 1 1 1 0 0 0 0 0 1 1 0 0 0 0 0 0
FDA has 5/22/95
20617 | Urea C-14 subdate Pytest 5/16/1995 5/9/1997 1995 15 23.80 1 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0
21341 | Valdecoxib Bextra 1/16/2001 | 11/16/2001 2001 21 10.13 0 1 1 1 1 1 1 1 1 0 1 1 1 1 1 1




20665 | Valsartan | Diovan 12/28/1995 12/23/1996 1995 15 11.87 0 1 1 0 0 0 0 1 1 0 0 0 0 0 0 0
VALSTAR PRESERVATIVE | FDA has 12/31/97 subdate; not as predead; ;}:I{:;iigATth
20892 | FREE this fits within our 2-week rule FREE 3/15/1998 9/25/1998 1998 18 6.38 1 1 1 0 0 0 0 0 0 1 0 0 0 0 0 0
21400 | Vardenafil Hydrochloride Levitra 9/24/2001 8/19/2003 2001 21 23.13 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0
FDA has 8/16/99
21119 | Verteporfin subdate Visudyne 8/14/1999 4/12/2000 1999 19 8.07 1 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0
20388 | Vinorelbine tartrate Navelbine 8/27/1993 12/23/1994 1993 13 15.88 1 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0
21266 | Voriconazole VFEND 11/17/2000 5/24/2002 2000 20 18.43 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0
20547 | Zafirlukast Accolate 6/26/1995 9/26/1996 1995 15 15.06 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0
FDA has 1/6/1998
20859 | Zaleplon subdate Sonata 12/30/1997 8/13/1999 1997 17 19.43 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
21036 | Zanamivir Relenza 10/27/1998 7/27/1999 1998 18 8.98 1 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0
21060 | Ziconotide Prialt 12/28/1999 | 12/28/2004 1999 19 60.90 1 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0
20471 | Zileuton Zyflo 7/19/1994 12/9/1996 1994 14 28.73 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0
FDA has BBW 17-
Aug-2005; also FDA
has 3/17/1997 BBW added after
20825 | Ziprasidone Hydrochloride subdate CZA stopped coding | Geodon 3/18/1997 2/5/2001 1997 17 47.33 0 0 0 0 0 0 1 0 0 0 0 1 0 0 0 0
21223 | Zoledronic Acid Zometa 12/21/1999 8/20/2001 1999 19 2027 1 0 0 0 0 0 0 1 0 1 0 0 0 0 0 0
20768 | Zolmitriptan Zomig 11/26/1996 | 11/25/1997 1996 16 11.97 0 1 1 0 0 0 0 1 1 0 0 0 0 0 0 0
20789 | Zonisamide Zonegtan 3/19/1997 3/27/2000 1997 17 36.30 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0 0




