Active Ingredient

Withdrawn CDER Product-Specific Guidances
Updated August 28, 2026

Date PSG
Posted

Date PSG
Withdrawn

Reason for PSG Withdrawal

Infigratinib
phosphate

Mesalamine

Obeticholic acid
Olaparib

Panobinostat

Sodium
phenylbutyrate;
Taurursodiol

Tazemetostat
hydrobromide
Mobocertinib
succinate

Oxymorphone
hydrochloride

Melphalan
flufenamide
hydrochloride
Hydroxyprogesterone

caproate

Route and
Dosage
Form
Oral Capsule 214622
Oral Tablets,
Delayed- 019651
Release
Oral Tablet 207999
Oral Capsule 206162
Oral Capsule 205353
Oral 5
Suspension 16660
Oral Tablet 211723
Oral Capsule 215310
Oral Tablet,
Extended- 201655
Release
Intravenous 214383
Powder
SubCl.Jtaneous 021945
Solution

February 2023

October 2016

October 2024
October 2017

October 2024

October 2024

August 2021

August 2023

October 2016

November 2022

September 2019

August 2026

August 2026

August 2026
August 2026

August 2026

August 2026

August 2026

August 2024

July 2024

April 2024

April 2023

NDA approval withdrawn under 21 CFR 314.150(d)

NDA approval withdrawn under 21 CFR 314.150(d)

NDA approval withdrawn under 21 CFR 314.150(d)

NDA approval withdrawn under 21 CFR 314.150(d)

NDA approval withdrawn under 21 CFR 314.150(d)

NDA approval withdrawn under 21 CFR 314.150(d)

NDA approval withdrawn under 21 CFR 314.150(d)

NDA approval withdrawn under 21 CFR 314.150(d)

NDA approval withdrawn under 21 CFR 314.150(d)

NDA approval withdrawn under section 506(c)(3) of the
Food, Drug, and Cosmetic Act (21 U.S.C. 365(c)(3))

NDA approval withdrawn under section 506(c)(3) of the
Food, Drug, and Cosmetic Act (21 U.S.C. 356(c)(3)) and 21

CFR 314.530(a)


https://www.federalregister.gov/documents/2024/05/16/2024-10714/helsinn-healthcare-sa-withdrawal-of-approval-of-new-drug-application-for-truseltiq-infigratinib
https://www.federalregister.gov/documents/2020/12/10/2020-27082/allergan-pharmaceuticals-international-ltd-withdrawal-of-approval-of-a-new-drug-application-for
https://www.federalregister.gov/documents/2025/11/24/2025-20767/intercept-pharmaceuticals-inc-et-al-withdrawal-of-approval-of-new-drug-application-for-ocaliva
https://www.federalregister.gov/documents/2024/03/26/2024-06298/astrazeneca-pharmaceuticals-lp-withdrawal-of-approval-of-new-drug-application-for-lynparza-olaparib
https://www.federalregister.gov/documents/2022/03/24/2022-06182/secura-bio-inc-withdrawal-of-approval-of-new-drug-application-for-farydak-panobinostat-capsules-10
https://www.federalregister.gov/documents/2025/08/29/2025-16646/amylyx-pharmaceuticals-inc-withdrawal-of-approval-of-new-drug-application-for-relyvrio-sodium
https://www.federalregister.gov/documents/2026/06/22/2026-12367/epizyme-inc-withdrawal-of-approval-of-new-drug-application-for-tazverik-tazemetostat-tablet-200
https://www.federalregister.gov/documents/2024/07/15/2024-15371/takeda-pharmaceuticals-usa-inc-withdrawal-of-approval-of-new-drug-application-for-exkivity
https://www.federalregister.gov/documents/2020/12/23/2020-28283/endo-pharmaceuticals-inc-withdrawal-of-approval-of-a-new-drug-application-for-opana-oxymorphone
https://downloads.regulations.gov/FDA-2023-N-3167-0049/attachment_1.pdf
https://www.federalregister.gov/documents/2024/04/18/2024-08274/final-decision-on-withdrawal-of-pepaxto-melphalan-flufenamide-following-appeal-of-the-proposal-to
https://www.federalregister.gov/documents/2024/04/18/2024-08274/final-decision-on-withdrawal-of-pepaxto-melphalan-flufenamide-following-appeal-of-the-proposal-to
https://www.google.com/url?sa=t&rct=j&q=&esrc=s&source=web&cd=&ved=2ahUKEwi8kdX199SVAxXYD1kFHZlbFeIQFnoECBsQAQ&url=https%3A%2F%2Fdownloads.regulations.gov%2FFDA-2020-N-2029-0385%2Fattachment_1.pdf&usg=AOvVaw0mYNJebE2ddX4WFfh0rDhb&opi=89978449
https://www.federalregister.gov/documents/2023/05/15/2023-10264/final-decision-on-withdrawal-of-makena-hydroxyprogesterone-caproate-and-eight-abbreviated-new-drug
https://www.federalregister.gov/documents/2023/05/15/2023-10264/final-decision-on-withdrawal-of-makena-hydroxyprogesterone-caproate-and-eight-abbreviated-new-drug
https://www.federalregister.gov/documents/2023/05/15/2023-10264/final-decision-on-withdrawal-of-makena-hydroxyprogesterone-caproate-and-eight-abbreviated-new-drug

Niacin; Lovastatin

Niacin; Simvastatin

Lorcaserin
hydrochloride

Lorcaserin
hydrochloride

Butenafine
hydrochloride

Withdrawn CDER Product-Specific Guidances

Oral Tablet,
Extended-
Release

Oral Tablet,
Extended-
Release

Oral Tablet,
Extended-
Release

Oral Tablet,
Extended-
Release

Topical Cream

021249

022078

022529

208524

021408

Updated August 28, 2026
July 2009 May 2021
October 2011 May 2021
March 2015 March 2021
May 2017 March 2021
March 2012 February

2015

NDA approval withdrawn and determined to be withdrawn
from sale for reasons of safety or effectiveness under 21 CFR

314.161

NDA approval withdrawn and determined to be withdrawn
from sale for reasons of safety or effectiveness under 21 CFR

314.161

NDA approval withdrawn under 21 CFR 314.150(d) and
determined to be withdrawn from sale for reasons of safety

or effectiveness under 21 CFR 314.161.

NDA approval withdrawn under 21 CFR 314.150(d) and
determined to be withdrawn from sale for reasons of
safety or effectiveness under 21 CFR 314.161.

Contained studies that are no longer recommended (NDA
never marketed)


https://www.federalregister.gov/documents/2016/04/18/2016-08894/abbvie-inc-withdrawal-of-approval-of-new-drug-applications-for-advicor-and-simcor
https://www.federalregister.gov/documents/2016/04/18/2016-08894/abbvie-inc-withdrawal-of-approval-of-new-drug-applications-for-advicor-and-simcor
https://www.federalregister.gov/documents/2016/04/18/2016-08894/abbvie-inc-withdrawal-of-approval-of-new-drug-applications-for-advicor-and-simcor
https://www.federalregister.gov/documents/2016/04/18/2016-08894/abbvie-inc-withdrawal-of-approval-of-new-drug-applications-for-advicor-and-simcor
https://www.federalregister.gov/documents/2016/04/18/2016-08894/abbvie-inc-withdrawal-of-approval-of-new-drug-applications-for-advicor-and-simcor
https://www.federalregister.gov/documents/2016/04/18/2016-08894/abbvie-inc-withdrawal-of-approval-of-new-drug-applications-for-advicor-and-simcor
https://www.federalregister.gov/documents/2020/09/17/2020-20458/eisai-inc-withdrawal-of-approval-of-two-new-drug-application-for-belviq-lorcaserin-hydrochloride-and
https://www.federalregister.gov/documents/2021/03/04/2021-04449/determination-that-belviq-lorcaserin-hydrochloride-tablets-10-milligrams-and-belviq-xr-lorcaserin
https://www.federalregister.gov/documents/2021/03/04/2021-04449/determination-that-belviq-lorcaserin-hydrochloride-tablets-10-milligrams-and-belviq-xr-lorcaserin
https://www.federalregister.gov/documents/2020/09/17/2020-20458/eisai-inc-withdrawal-of-approval-of-two-new-drug-application-for-belviq-lorcaserin-hydrochloride-and
https://www.federalregister.gov/documents/2021/03/04/2021-04449/determination-that-belviq-lorcaserin-hydrochloride-tablets-10-milligrams-and-belviq-xr-lorcaserin
https://www.federalregister.gov/documents/2021/03/04/2021-04449/determination-that-belviq-lorcaserin-hydrochloride-tablets-10-milligrams-and-belviq-xr-lorcaserin

