[bookmark: _Ref23137060]TABLE 1: Lists of Issued Written Requests (WRs) between Jan. 1, 2001 and Dec. 31, 2019 (selected with public information)
	Drug Name
	Initial Request Date
	Current Status
	Approval of Age Range (year)
	Languages added to labeling from WR studies

	Cobimetinib
	12/11/2018
	Study data not yet completed
	
	

	Venetoclax
	7/5/2018
	Study data not yet completed
	
	

	Palbociclib
	7/3/2018
	Study data not yet completed
	
	

	Trabectedin (Yondelis)
	3/15/2012
	Exclusivity granted
	
	Section 8.4 (Yondelis) [5]

	Eribulin Mesylate (Halaven)
	7/8/2016
	Study data not yet completed
	
	

	Dabrafenib (Tafinlar)
	3/1/2016
	Study data not yet completed
	
	

	Trametinib (Mekinist)
	3/1/2016
	Study data not yet completed
	
	

	Ruxolitinib
	12/11/2015
	Study data not yet completed34
	>=12
	

	Pomalidomide
	11/20/2015
	Active, not recruiting34
	
	

	Carfilzomib (Kyprolis)
	3/17/2015
	Study data not yet completed34
	
	

	nab-paclitaxel
	10/29/2014
	Exclusivity granted
	
	Section 8.4 (Abraxane) [6]

	Lenalidomide (Revlimid)
	9/14/2014
	Completed, but expired34
	
	

	Cabazitaxel (Jevtana)
	3/20/2012
	Exclusivity granted
	
	Section 8.4 (Jevtana) [7]

	Crizotinib (Xalkori)
	11/28/2011
	Completed, but expired34
	
	

	Bortezomib (Velcade)
	4/27/2010
	Exclusivity granted
	
	Section 8.4 (Velcade) [8]

	Everolimus (RAD001, Afinitor)
	4/1/2010
	Exclusivity granted
	>=1
	Section 1.5, 6.1, 8.4, s 12.3 and 14.5 (Afinitor) [9]

	Bendamustine hcl (Treanda)
	1/19/2010
	Exclusivity granted
	
	Section 8.4 (Treanda) [10]

	Decitabine (Dacogen)
	6/19/2009
	Exclusivity denied33, 34
	
	

	Nilotinib (Tasigna)
	6/19/2009
	Exclusivity granted
	>=1
	Section 1.3, 2.1, 5.14, 6.1, 8.4, and 14.5  (Tasigna) [11]

	Docetaxel (Taxotere)
	6/11/2007
	Exclusivity granted
	
	Section 5.13, 8.4, 12.3 (Taxotere) [12]

	Daunorubicin (Daunomycin)31
	11/8/2006
	NA/Unable to find
	
	

	Daunorubicin (Daunoxome)31
	11/8/2006
	NA/Unable to find
	
	

	Sunitinib malate (Sutent)
	10/23/2006
	Exclusivity granted32
	
	Section 8.4  (Sutent) [13]

	Methotrexate (MTX) 
	9/22/2006
	No exclusivity granted31
	
	Section 5.1 and 8.4 (Methotrexate) [14]

	Capecitabine (Xeloda)
	3/16/2005
	Exclusivity granted
	
	Section 8.4 (Xeloda) [15]

	Oxaliplatin (ELOXATIN)
	12/9/2004
	Exclusivity granted26
	
	Section 8.4 (Eloxatin) [16]

	Zoledronic acid (Zometa)
	8/19/2002
	Exclusivity granted
	
	Section 8.4 (Zometa) [17]

	Epirubicin HCl (Ellence)
	2/19/2002
	Study terminated
	
	

	Fludarabine phosphate (Fludara)
	11/9/2001
	Exclusivity granted26,30
	
	Section 8.4 (phosphate) [18]

	Anastrozole (Arimidex)
	5/9/2001
	Exclusivity granted29
	
	Section 8.4 (Arimidex) [19]

	Carboplatin (Paraplatin)
	4/11/2001
	Exclusivity granted26
	
	

	Irinotecan HCl (Camptosar)
	1/22/2001
	Exclusivity granted28
	
	Section 8.4  (Camptosar) [20]

	Gemtuzumab ozogamicin (Mylotarg)
	1/10/2001
	NA/Unable to find
	
	

	Temozolomide (Temodar)
	1/9/2001
	Exclusivity granted26
	
	Section 8.4 (Temodar) [21]

	Vinorelbine tartrate (Navelbine)
	1/9/2001
	Exclusivity granted24
	
	Section 8.4 (Navelbine) [22]

	Gemcitabine HCl(Gemzar)
	1/9/2001
	Exclusivity granted25, 26
	
	Section 8.4 (Gemzar) [23]


25 https://www.fda.gov/media/88726/download and 26https://www.fda.gov/media/79154/download
24. Honig, S. 2002. Medical review for Navelbine (vinorelbine). NDA 20388/S014. Nov. 2002. Silver Spring, MD: Food and Drug Administration. http://www.accessdata.fda.gov/drugsatfda_docs/nda/2002/020388_S014_NAVELBINE_INJECTION _AP.pdf (accessed April 3, 2012).
27 Shapiro, A. 2003. Medical review for Temodar (Teozolomide). NDA 21029/S005. Mar. 2003. Silver Spring, MD: Food and Drug Administration. https://www.fda.gov/media/92216/download
28 Ibrahim, A. 2003. Medical review for Camptosar (Irinotecan). NDA 20571/S021. Dec. 2003. Silver Spring, MD: Food and Drug Administration. https://www.fda.gov/files/drugs/published/N20-571S023-Irinotecan-Clinical-BPCA.pdf
29 Vaidyanathan, J. 2008. Clinical pharmacology review for Anastrozole (Arimidex). NDA22214. Feb. 2008. Silver Spring, MD: Food and Drug Administration. https://www.fda.gov/media/75522/download
30 Cohen, M. 2003. Medical review for Fludarabine Phosphate. NDA 20038. July 2003. Silver Spring, MD: Food and Drug Administration. https://www.fda.gov/files/drugs/published/N20-038S028-Fludarabine-Clinical-BPCA.pdf
31 https://www.fda.gov/drugs/development-resources/approved-active-moieties-have-appeared-national-institutes-healths-nih-annual-priority-list-which
32 https://www.fda.gov/media/132652/download
33 Administrative and Correspondence document. NDA 205582. https://www.accessdata.fda.gov/drugsatfda_docs/nda/2014/205582Orig1s000AdminCorres.pdf
34 https://www.fda.gov/drugs/development-resources/written-requests-issued

