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102816 - Azacitidine (Vidaza) - 09-08 - ver6.pdf 1 MB 05/14/2009

127716 - Decitabine (5-aza-2'-deoxycytidine) - 02-09 - ver3.pdf 1 MB 08/24/2009

127716 - Decitabine (5-aza-2'-deoxycytidine) - Comparison - 02-
09 - ver3.pdf 140 KB 08/24/2009

130181 - Tirapazamine - 05-06 - Ver11.pdf 1,006 KB 05/20/2009

266046 - OXALIplatin (Eloxatin) - 06-09 - ver9.pdf 1 MB 07/21/2009

266046 - OXALIplatin (Eloxatin) - Summary of Changes - 06-09 - 
ver9.pdf 149 KB 07/21/2009

281612 - DMS612 (Dimethane Sulfonate) - 01-09.pdf 137 KB 05/14/2009

330507 - 17-AAG (Tanespimycin) - 01-08 - Ver4.pdf 3 MB 05/20/2009

339555 - Bryostatin1 - 02-04 - Part 1 of 2.pdf 717 KB 05/20/2009

339555 - Bryostatin1 - 02-04 - Part 2 of 2.pdf 653 KB 05/20/2009

374551 - Fenretin (capsules only) - 05-02.pdf 4 MB 05/20/2009

374551 - Feretinide - 07-04 - Ver1.pdf 416 KB 05/20/2009

377523 - Alfa 2 InterFERON 2b (Intron-A) -12-93.pdf 3 MB 05/20/2009

606864 - Goserelin acetate (Zoladex) - 08-08 - ver12.pdf 206 KB 09/14/2009

609974 - CAI (Carboxyamidotriazole) - 08-04.PDF 8 MB 05/20/2009

613795 - GM-CSF (sargramostim) - 12-06 - Part 1 of 2.pdf 10 MB 05/20/2009

613795 - GM-CSF (sargramostim) - 12-06 - Part 2 of 2.pdf 5 MB 05/20/2009

618843 - Orthoclone - 06-94.pdf 2 MB 05/20/2009
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623408 - Chimeric Monoclonal Antibody 14.18 - 07-08.pdf 352 KB 05/14/2009

628503 - Docetaxel (Taxotere) - 05-06.pdf 7 MB 05/20/2009

630176 - Romidepsin (Depsipeptide; FK228) - 04-09.pdf 1 MB 05/19/2009

637037 - 06-Benzylguanine - 09-04.pdf 454 KB 05/20/2009

638850 - UCN-01 - 02-05.pdf 395 KB 05/20/2009

639966 - Perifosine - 06-08.pdf 8 MB 10/19/2009

649890 - Flavopiridol (alvocidib) - 04-09 - ver5.pdf 744 KB 05/14/2009

649890 - Flavopiridol (alvocidib) - Summary of Changes - 04-09 - 
Ver5.pdf 43 KB 05/14/2009

655649 - Rebeccamycin Analog - 8-03.pdf 661 KB 05/20/2009

659770 - Id-KLH LYMPHOMA - 10-00.pdf 139 KB 05/20/2009

663249 - Triapine (injection) - 09-08 part 1 of 2.pdf 5 MB 05/14/2009

663249 - Triapine (injection) - 09-08 part 2 of 2.pdf 4 MB 05/14/2009

663249 - Triapine (injection) - Summary of Changes - 09-08.pdf 56 KB 05/14/2009

66847 - Thalidomide (Thalomid) - 02-09 - ver9.pdf 2 MB 08/24/2009

66847 - Thalidomide (Thalomid) - Summary of Changes - 02-09 - 
ver9.pdf 87 KB 08/24/2009

672423 - InterLEUKIN-12 - 10-08.pdf 1 MB 05/14/2009

673924; 673925; 719248; 720092 - Human Papilloma Virus 16 
E6 and E7 Peptides Vaccine - 07-01.pdf 79 KB 05/20/2009

676422 - LMB-2 [Anti-Tac(Fv)-PE-38] - 07-09.pdf 186 KB 07/15/2009
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681239 - PS-341 (bortezomib; Velcade) -  Addendum-1 - 01-09 - 
ver12.pdf 113 KB 09/01/2009

681239 - PS-341 (bortezomib; Velcade) - 01-09 - ver12.pdf 1 MB 09/01/2009

681239 - PS-341 (bortezomib; Velcade) - Summary of Changes - 
01-09 - ver12.pdf 263 KB 09/01/2009

683428 - Genasense (G3139) - 06-07 - Ver8.pdf 1,005 KB 05/20/2009

683472; 699048; 672643; 709401 - Melanoma Peptides - 07-
09.pdf 306 KB 07/30/2009

683550 - Adeno-p53 (Ad5CMV-p53)-Advexin - 09-03 - Ver7.pdf 8 MB 05/20/2009

683551 - COL-3 - 05-06.pdf 878 KB 05/20/2009

683863 - Irofulven (MG-114) - 11-03.pdf 532 KB 05/20/2009

683863 - Irofulven (MG-114) - Summary of Changes - 11-03.pdf 167 KB 05/20/2009

683864 - CCI-779 (Temsirolimus) - 04-08 - Ver12.pdf 3 MB 05/14/2009

683864 - CCI-779 (Temsirolimus) - Safety Attachment 08-08 - 
Ver12.pdf 6 MB 05/14/2009

683864 - CCI-779 (Temsirolimus) - Summary of Changes - 04-
08 - Ver12.pdf 490 KB 05/14/2009

686673 - Nelarabine (506U78) - 11-05 - Ver7.pdf 1 MB 05/14/2009

687451 - Rituximab (MoAb C2B8 anti CD20, chimeric) - 05-09 - 
ver14.pdf 1 MB 06/30/2009

688097 - Trastuzumab (Herceptin) - 10-08 - Ver9.pdf 791 KB 05/14/2009

694501 - SJG136 - 9-07.pdf 288 KB 05/20/2009

694501 - SJG136 - Summary of Changes - 09-07.pdf 32 KB 05/20/2009

695238 - Motexafin gadolinium (Xcytrin) - 04-06.pdf 636 KB 05/20/2009
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695239 - Motexafin lutetium - 06-99.pdf 4 MB 05/20/2009

697068 - Recombinant Human Tumor Necrosis Factor (TNF-
alpha) - 04-02.pdf 180 KB 05/20/2009

698215 - XK469R - 03-05.pdf 299 KB 05/20/2009

700553 - PV701 - 07-05 - Ver5.pdf 3 MB 05/20/2009

701852 - Vorinostat (suberoylanilide hydroxamic acid; SAHA) - 
08-09 - ver6.pdf 2 MB 09/03/2009

702818 - R115777 (tipifarnib, Zarnestra) - 05-08 - Ver11.pdf 1 MB 05/14/2009

702818 - R115777 (tipifarnib, Zarnestra) - Summary of Changes -
05-08 - Ver11.pdf 34 KB 05/14/2009

703813 - CC-5013 (lenalidomide, Revlimid) - 09-08 - Ver12.pdf 1 MB 05/14/2009

703813 - CC-5013 (lenalidomide, Revlimid) - Summary of 
Changes - 09-08 - Ver12.pdf 73 KB 05/14/2009

704805 - Recombinant Human Endostatin - 06-02 - Ver4.pdf 360 KB 05/20/2009

704865 - Bevacizumab (Avastin) - 11-08 - Ver16.pdf 1 MB 05/14/2009

706363 - Trisenox (Arsenic Trioxide) injection - 10-04 - Ver8.pdf 3 MB 05/20/2009

706363 - Trisenox (ArsenicTrioxide) Summary of Changes - 10-
04 - Ver8.pdf 58 KB 05/20/2009

706995 - MS-275 (SNDX-275, entinostat) - 06-09 - ver8.1.pdf 326 KB 07/01/2009

707299 - rF-GM-CSF - 02-04.pdf 207 KB 05/20/2009

707389 - E7389 (Halichondric B Analog) - 10-08 - Ver6.pdf 1 MB 05/14/2009

707544 - EMD121974 (Cilengitide) - 12-08 - Ver10.pdf 1 MB 05/14/2009

707545 - 17-DMAG - Alvespimycin -09-07 - Ver3.pdf 2 MB 05/20/2009
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707545 - 17-DMAG Send Amended Cover Letter and 
Pharmaceutical Data Sheet 63 KB 01/19/2007

710067; 710068 - (rF-CEA(6D)TRICOM) & (rV-
CEA(6D)TRICOM - 05-06.pdf 250 KB 05/20/2009

710085 - In2B8Y2B8 Radiolabeling Kit (Ibritumomab tiuxetan, 
Zevalin) - 3-06 - Ver9.pdf 1 MB 05/20/2009

710428 - BMS 247550 (ixabepilone, Ixempra) - 06-09 - ver10.pdf 1,009 KB 06/30/2009

710464 - AFP464 - 05-09 - Ver3.pdf 201 KB 05/14/2009

710464 - AFP464 - Summary of Changes - 05-09 - Ver3.pdf 15 KB 05/14/2009

710658; 708039 - rF-TRICOM; rV-TRICOM - 02-04.pdf 297 KB 05/20/2009

712227 - Liposomal Doxorubicin (Doxil) - 08-05.pdf 1 MB 05/20/2009

712807 - Capecitabine - 08-05 - Ver8.pdf 15 MB 05/20/2009

713219 - SGN-00101 (HspE7) - 03-05 - Ver9.PDF 10 MB 05/20/2009

713763 - BMS 275291 (MMPI) - 04-02 - Ver4.pdf 850 KB 05/20/2009

715055 - Iressa (ZD1839) - 02-09 - ver14.pdf 860 KB 05/14/2009

715969 - CAMPATH - 06-07.pdf 1 MB 05/20/2009

716051 - STI571 (imatinib, Gleevec) - 07-09 - ver11.pdf 2 MB 09/15/2009

716051 - STI571 (imatinib, Gleevec) - Summary of Changes - 07-
09 - ver11.pdf 194 KB 09/15/2009

716976 - BNP7787 - 09-05 - Ver6.pdf 866 KB 05/20/2009

717170; 717171 - PROSTVAC-VF - 02-05.pdf 2 MB 05/20/2009

718781 - OSI-774 - 02-09 - Ver13.pdf 529 KB 05/14/2009
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718781 - OSI-774 - Guidance for Investigator - 02-09 - Ver13.pdf 239 KB 05/14/2009

718781 - OSI-774 - Summary of Changes - 02-09 - Ver13.pdf 112 KB 05/14/2009

719850 - Medi522 (Abegrin) - 05-08 - Ver8.pdf 934 KB 05/14/2009

719850 - Medi522 (Abegrin) - Summary of Changes - 05-08 - 
Ver8.pdf 64 KB 05/14/2009

722929 - GTI-2040 - 07-08 - Ver5.pdf 2 MB 05/14/2009

722929 - GTI-2040 - Summary of Changes - 07-08 - Ver5.pdf 68 KB 05/14/2009

724636 - Incel (biricodar dicitrate, VX-710) - 12-99.pdf 357 KB 05/20/2009

724770 - VEGF-Trap (aflibercept) - 05-09 - Ver9.pdf 1 MB 05/29/2009

724770 - VEGF-Trap (aflibercept) - Summary of Changes - 05-
09 - Ver9.pdf 128 KB 05/29/2009

724772 - BAY 43-9006 tosylate (BAY 54-9085; sorafenib 
tosylate) - 07-09 - ver10.pdf 947 KB 07/13/2009

726190 - AT101 [-(R)-(-)Gossypolacetic acid] - 03-09 - Ver6.pdf 767 KB 05/14/2009

726292 - MLN 518 (Tandutinib) - 02-09 - Ver5.pdf 790 KB 05/14/2009

726292 - MLN 518 (Tandutinib) - Summary of Changes - 02-09 - 
Ver5.pdf 254 KB 05/14/2009

726388 - CAT-5001 (SS1(dsFv) PE38) - 05-07.pdf 199 KB 05/29/2009

726630 - PXD 101 (belinostat) - 02-09 - Ver6.pdf 2 MB 05/14/2009

727027; 727026 - PANVAC-VF - 03-05.pdf 2 MB 05/20/2009

727989 - GW572016 (Lapatinib) - 04-09 - Ver9.pdf 1 MB 05/29/2009

727989 - GW572016 (Lapatinib) - Summary of Changes -04-09 - 
Ver9.pdf 44 KB 05/29/2009
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727989 - GW572016 (Lapatinib) - Supplement - 06-09 - Ver9.pdf 144 KB 07/09/2009

727990 - SB-715992 - 01-07 - Ver2.pdf 2 MB 07/28/2009

729280 - Obatoclax MESYLATE ( GX15-070MS) - 02-09 - 
Ver10.pdf 1 MB 05/14/2009

729968 - Reolysin - 01-09 - Ver10.1.pdf 747 KB 05/14/2009

731636 - SGN-30 - 07-05.pdf 496 KB 05/20/2009

732208 - AZD2171 (cediranib, Recentin) - 08-09 - ver13.pdf 1 MB 09/02/2009

732442 - Ipilimumab (MDX-010; Transfectoma-derived) - 08-09 - 
ver12 .pdf 1 MB 08/20/2009

732442 - Ipilimumab (MDX-010; Transfectoma-derived) - 
Addendum-1 - 09-09 - ver12 .pdf 267 KB 09/21/2009

732517 - BMS-354825 (dasatinib) - 11-08 - Ver8.pdf 1 MB 05/14/2009

735464 - AZD0530 -10-08 - Ver 7.pdf 1 MB 05/14/2009

736511 - Sunitinib malate (SU011248 L-malate  Sutent) - 
Summary of Changes - 05-09.pdf 72 KB 06/30/2009

736511 - Sunitinib malate (SU011248 L-malate; Sutent) - 05-09 - 
Part 1 of 2.pdf 5 MB 06/30/2009

736511 - Sunitinib malate (SU011248 L-malate; Sutent) - 05-09 - 
Part 2 of 2.pdf 7 MB 06/30/2009

737664 - ABT-888- 06-08 - Ver2.pdf 1 MB 05/14/2009

737754 - GW786034 (Pazopanib) - Summary of Changes - 02-
09 - Ver6.pdf 30 KB 05/14/2009

737754 - GW786034-(Pazopanib) - 02-09 - Ver6.pdf 910 KB 05/14/2009

740102 - Pertuzumab - 03-08 - Ver7.pdf 543 KB 05/14/2009

741078; 748727 - AZD6244 (Powder&Oral Suspension and 
Capsules) - 04-09 - Ver7.pdf 1 MB 05/14/2009
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742460 - IMC-A12 (HuMAb IGF-1R; A12; Cixutumumab) - 07-09 
- ver5.pdf 1 MB 07/24/2009

745942 - R935788 - 07-08.pdf 739 KB 05/20/2009

745942 - R935788 - Summary of Changes - 07-08.pdf 16 KB 05/20/2009

747135 - SCH 727965 - 06-09.pdf 7 MB 06/30/2009

747135 - SCH 727965-Summary of Changes - 06-09.pdf 396 KB 06/30/2009

747691 - GDC-0449 - 07-09 - ver3.pdf 855 KB 08/13/2009

749225 - RO4929097 - 06-09 - ver3.pdf 1 MB 06/30/2009

750238 - ABT-263 - 04-09 - Ver5.pdf 1 MB 05/14/2009
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