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Active Ingredient Type of Guidance Route and Dosage Form RLD Date PSG Posted or 
Revised 

Federal Register Notice / 
Withdrawal Date 

BUTENAFINE 
HYDROCHLORIDE Draft Topical Cream 021408 03/01/2012 02/01/2015 

HYDROXYPROGESTERONE 
CAPROATE Draft Subcutaneous Solution 021945 09/16/2019 04/06/2023 

LEVONORGESTREL Draft Intrauterine Device 203159 04/01/2014 10/01/2014 
LORCASERIN 
HYDROCHLORIDE Draft Oral Tablet, Extended 

Release 022529 03/01/2015 03/04/2021 

LORCASERIN 
HYDROCHLORIDE Draft Oral Tablet, Extended 

Release 208524 05/01/2017 03/04/2021 

LOVASTATIN; NIACIN Draft Oral Tablet, Extended 
Release 021249 07/01/2009 04/18/2016 

NIACIN; SIMVASTATIN Draft Oral Tablet, Extended 
Release 022078 10/01/2011 04/18/2016 


