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l FDA Approved Drug Products
FDA  \D Review
4EZ 428 2 ™ XEs HerglAr s ,  Classifi-c
EL ation?
PIRFENIDONE TABLET; A pyridone indicated for the treatment GENENTEC = 01/11 TYPE
ESBRIET 267MG, 534MG, L . Lo Standard
S01IMG ORAL of idiopathic pulmonary fibrosis (IPF) H INC /2017 3
- An opioid agonist indicated for the
management of pain severe enough to
require daily, around-the-clock,
long-term opioid treatment and for
which alternative treatment options are
inadequate.
- Limitations of Use:
-Because of the risks of addition,
VANTRELA  BITARTRATE EXTENDED of the greater risks of overdose and BRANDED 0L/17 TYPE Standard
ER 15MG,30MG,45MG, | RELEASE,  jeath with extended-rel ioid pHARM /20173
60MG,90MG ORAL ea extended-release opio

formulations, reserve VANTRELA ER for

use in patients for whom alternative
treament options (e.g, non-opioid
analgesics or immediate-release
opioids) are ineffective, not tolerated,
or would be otherwise inadequate to
provide sufficient management of pain.
-VANTRELA ER is not indicated as an
as-needed (prn) analgesic.
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TEPADINA

VYVANSE

PARSABIV

EMFLAZA

QTERN

XERMELO

NOCTIVA

PLECANATIDE
3MG

THIOTEPA
15MG/VIAL,
100MG/VIAL

LISDEXAMFETAMI
NE DIMESYLATE
10MG, 20MG,
30MG, 40MG,
50MG, 60MG

ETELCALCETIDE
2.5MG/0.5ML,
SMG/ML,
10MG/2ML

DEFLAZACORT
22.75MG/ML

DEFLAZACORT
6MG, 18MG,
30MG, 36MG

DAPAGLIFLOZIN;S
AXAGLIPTIN
10MG;5MG

TELOTRISTAT
ETHYL
250MG

DESMOPRESSIN
ACETATE
0.83MCG/0.1ML
1.66MCG/0.1ML

TABLET;
ORAL

POWDERIV
(INFUSION)

TABLET,
CHEWABLE;
ORAL

INJECTABLE;
INJECTION

SUSPENSION
;ORAL

TABLET;
ORAL

TABLET;
ORAL

TABLET;
ORAL

SPRAY;
NASAL

- A guanylate cyclase-C agonist
indicated in adults for treatment of
chronic idiopathic constipation (CIC)

- An alkylating drug indicated:

-To reduce the risk of graft rejection
when used in conjugation with
high-dose busulfan and
cyclophosphamide as a preparative
regimen for allogeneic hematopoietic
progenitor (stem) cell
transplantation(HSCT) for pediatric
patients with class 3 beta-thalassemia
-For treatment of adenocarcinoma of
the breast or ovary

-For controlling intracavitary effusions
secondary to diffuse or localized
neoplastic diseases of various serosal
cavities.

-For treatment of superficial papillary
carcinoma of the urinary bladder.

- A central nervous system (CNS)
stimulant indicated for the treatment
of:

-Attention Deficit Hyperactivity
disorder(ADHD)

-Moderate to Severe Binge Eating
Disorder(BED)in adults

- Limitation of Use: Not indicated for
weight loss. Use of other
sympathomimetic drugs for weight loss
has been associated with serious
cardiovascular adverse events.

- A calcium-sensing receptor agonist
indicated for secondary
hyperparathyroidism(HPT) in adult
patients with chronic kidney disease
(CKD) on hemodialysis.

- A corticosteroid indicated for the
treatment of Duchenne muscular
dystrophy(DMD) in patients 5 years of
age and older

- A sodium-glucose cotransporter 2
(SGLT-2) inhibitor and a dipeptidyl
peptidase-4 (DPP-4) inhibitor
combination product indicated as an
adjunct to diet and exercise to improve
glycemic control in adults with type 2
diabetes mellitus (T2DM) who have
inadequate control with dafagliflozin or
who are already treated with
dapagliflozin and saxagliptin.

- Limitation of use :

-Not indicated for the treatment of
type 1 diabetes mellitus or diabetic
kketoacidosis.

-Should only be used in patients who
tolerate 10mg dapagliflozin.

- A tryptophan hydroxylase inhibitor
indicated for the treatment of carcinoid
syndrome diarrhea in combination with
somatostatin analog(SSA) therapy in
adults inadequately controlled by SSA
therapy.

- A vasopressin analog indicated for
the treatment of nocturia due to
nocturnal polyuria in adults who
awaken at least 2 times per night to
void.

- Limitation of use : Not studied in
patients younger than 50years of age.

SYNERGY
PHARMS

ADIENNE
SA

SHIRE DEV
LLC

KAI
PHARMS
INC

MARATHO
N
PHARMACE
UTICALS
LLC

ASTRAZENE
CA AB

LEXICON
PHARMA
INC

SERENITY
PHARMS
LLC

01/19 TYPE
/2017 1
01/26 = TYPE
/2017 5
01/28 TYPE
/2017 3
02/07 TYPE
/2017 1
02/09  TYPE
/2017 1
02/27 TYPE
/2017 4
02/28 TYPE
/2017 1
03/03 ' TYPE
/2017 5

Standard

Standard

Standard

Standard

Priority

Standard

Priority

Standard
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- a kinase inhibitor indicated in
combination with an aromatase
inhibitor as initial endocrine-based

RIBOCICLIB TABLET: therapy for the treatment _of NOVARTIS 03/13 TYPE o
KISQALI 200MG ORAL postmenopausal women with hormone PHARMS /2017 1 Priority
receptor (HR)-positive, human CORP
epidermal growth factor receptor
2(HER-2)-negative advanced or
metastatic breast cancer
- A monoamine oxidase type B(MAO-A)
. inhibitor indicated as adjunctive NEWRON
XADAGO EQIF/IIEA’;.AOI(I)DI\EIG TOTRI,BALLET treatment to levodopa/carbidopa in PHARMS 923(?% TY]_PE Standard
! patients with Parkinson's diaseas (PD) US INC
experiencing "off" episodes
- An opioid antagonist indicated for
NALDEMEDINE TABLET; the treatment of opioid-induced SHIONOGI  03/23 TYPE
SYMPROIC oM ORAL constipation (OIC) in adult patients with INC puy  a | ek
chronic non-cancer pain
- A poly(ADP-ribose) polymerase(PARP)
inhibitor indicated for the maintenance
zewa  NRAPARE CAPSULE, T el ovaran, falopian | TESARO. 03727 TVPE
100MG ORAL P varian, talop INC /2017 1 y
tube, or primary peritoneal cancer who
are in a complete or partial response
to platinum-based chemotherapy
*NDA Chemical Types?
Number Meaning Number Meaning
1 New molecular entity (NME) 6 New indication
2 New active ingredient 7 Drug already marketed without an approved NDA
3 New dosage form 8 OTC(over-the-couter) switch
4 New combination 10 New indication submitted as distincted NDA- not consolidated
5 New formulation or new manufacturer
*Review Classification?
letter Meaning
P Priority review drug: A drug that appears to represent an advance over available therapy
S Standard review drug: A drug that appears to have therapeutic qualities similar to those of an already marketed drug
O Orphan drug
*References

http://www.accessdata.fda.gov/scripts/cder/drugsatfda/
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