
01.31.23 - Amgen launches the first US Humira biosimilar at two different list prices (Endpts)
One price for Amgen’s Amjevita (adalimumab-atto) will be 55% below the current Humira list price, which is about
$84,000 per year, and another at a list price 5% below the current Humira list price, but presumably (pharma companies
don’t disclose rebates) with high rebates to attract PBMs and payers. The precedent for launching a biosimilar at two
different prices was first set with Viatris’ interchangeable biosimilar for Sanofi’s insulin Lantus, known as Semglee. And
although the 55% discounted WAC for Amjevita looks like a more attractive option, payers and PBMs often opt for the
higher list price because it comes with higher rebates.

01.30.23 - FDA approves Italy-based pharma's oral SERD for some breast cancer patients (Endpts)
The breast cancer drug Orserdu has been approved by the FDA, opening up a new line of next-generation treatment for
certain patients as other, larger companies have tried and failed to develop an effective oral SERD. Italian pharma
Menarini Group and its New York City subsidiary Stemline Therapeutics submitted the NDA in June for what the company
claims is the first oral selective estrogen receptor degrader, or SERD, for second- and third-line treatment of
ER+/HER2- advanced or metastatic breast cancer.

01.30.23 - Escient Pharmaceuticals Announces IND Clearance by FDA to Start Phase 1 Study of EP262, a First-in-Class Oral
MRGPRX2 Antagonist for Mast Cell Mediated Disorders (PR)

EP262 is a first-in-class, potent, highly selective small molecule antagonist of MRGPRX2, a receptor mediating non-IgE
driven mast cell degranulation. By blocking activation of MRGPRX2 and degranulation of mast cells, EP262 has the
potential to effectively treat a broad range of mast cell mediated diseases with an initial focus on chronic urticarias
(hives) and atopic dermatitis (eczema). EP262 represents a novel, targeted approach to the treatment of these disorders
with the potential for once-daily oral administration without the serious side effects observed with other approaches.

01.27.23 - Dr. Reddy's Laboratories announces the launch of Difluprednate Ophthalmic Emulsion 0.05% in the U.S. Market
The Durezol® brand and generic had U.S. sales of approximately $40 million MAT for the most recent twelve months
ending in Nov 2022 according to IQVIA*. Dr. Reddy’s Difluprednate Ophthalmic Emulsion 0.05% is available in 5 ml bottles
in case packs of 24.

01.26.23 - Syros Receives Fast Track Designation from the FDA for Tamibarotene for the Treatment of Higher-Risk
Myelodysplastic Syndrome (PR)

Tamibarotene, an oral first-in-class selective retinoic acid receptor alpha (RARα) agonist, is currently being evaluated in
combination with azacitidine for the treatment of newly diagnosed HR-MDS patients with RARA gene overexpression.

01.27.23 - FDA approves Eli Lilly's drug for rare blood cancer (PR)
Eli Lilly and Co said on Friday the U.S. health regulator approved its drug for the treatment of a rare form of blood
cancer. The wholesale cost of the treatment, Jaypirca, will be $21,000 per 30 days for the 200 mg dose, the U.S.
drugmaker told Reuters. The Food and Drug Administration's accelerated approval for Jaypirca marks the first of the
five treatments the U.S. drugmaker hopes to launch this year, including one for obesity. The drug, which is expected to
be available in the United States in the coming weeks, aims to treat adults with mantle cell lymphoma after at least two
lines of therapy. (Pharmtechfocus)

01.26.23 - Centessa Pharmaceuticals Announces FDA Clearance of IND Application for Phase 1/2a Clinical Trial of LB101,
First LockBody® Candidate, for Solid Tumors (PR)

LB101 is a conditionally tetravalent PD-L1xCD47 LockBody bispecific monoclonal antibody being developed for solid
tumors

01.26.23 - Syros Receives Fast Track Designation from the FDA for Tamibarotene for the Treatment of Higher-Risk
Myelodysplastic Syndrome (Pharmtechfocus)

Fast Track Designation to tamibarotene for the treatment of higher-risk myelodysplastic syndrome (HR-MDS).
Tamibarotene, an oral first-in-class selective retinoic acid receptor alpha (RARα) agonist, is currently being evaluated in
combination with azacitidine for the treatment of newly diagnosed HR-MDS patients with RARA gene overexpression.

01.25.23 - Cidara Therapeutics and Melinta Therapeutics Announce FDA Advisory Committee Recommends Approval of
Rezafungin for the Treatment of Candidemia and Invasive Candidiasis (PR)

The Committee’s positive vote was based on clinical data from the Cidara’s global ReSTORE Phase 3 and supported by
the STRIVE Phase 2 clinical trials and extensive non-clinical development program. Rezafungin dosed once-weekly
demonstrated statistical non-inferiority versus caspofungin, the current standard of care, dosed once-daily, meeting
the primary endpoints for both the FDA and the European Medicines Agency (EMA).

01.24.23 - KURA ONCOLOGY ANNOUNCES FDA CLEARANCE OF IND APPLICATION FOR KO-2806, A NEXT-GENERATION
FARNESYL TRANSFERASE INHIBITOR (PR)

The Company intends to evaluate safety, tolerability and preliminary antitumor activity of KO-2806 in a Phase 1 first-in-
human study as a monotherapy and in combination with other targeted therapies.
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01.23.23 - TheracosBio Announces FDA Approval of Brenzavvy™ (bexagliflozin) for the Treatment of Adults with Type 2
Diabetes (PR)

The FDA approval is based on results from a clinical program that evaluated the safety and efficacy of BRENZAVVY in 23
clinical trials enrolling more than 5,000 adults with type 2 diabetes mellitus. Once-daily, oral SGLT2 inhibitor shown to
reduce blood sugar and improve glycemic control as an adjunct to diet and exercise

01.22.23 - Pliant Therapeutics Announces Positive Data from the INTEGRIS-IPF Phase 2a Trial Demonstrating Bexotegrast
320 mg was Well Tolerated and Achieved Statistically Significant FVC Increase in Patients with Idiopathic Pulmonary Fibrosis
(PR)

Bexotegrast demonstrated statistically significant increase in FVC at 4, 8 and 12 weeks of treatment, outperforming lower
dose groups. No bexotegrast-treated patients experienced disease progression as defined by FVCpp decline of greater
than or equal to 10% Bexotegrast was well tolerated over 12 weeks of treatment with no drug-related severe or serious
adverse events

01.19.23 - Mirati Announces IND Clearance by U.S. FDA Enabling Phase 1 Initiation for First-in-Class Oral KRASG12D Selective
Inhibitor, MRTX1133 (PR)

FDA has cleared the Investigational New Drug (IND) application of MRTX1133, a potential first-in-class oral KRASG12D
selective inhibitor for clinical evaluation. KRASG12D mutations impact approximately 180,000 patients in the US and
Europe, representing approximately a 2.5-fold increase in prevalence compared to KRASG12C mutations. No targeted
oncology treatment options currently exist for these patients. MRTX1133 is a highly potent investigational inhibitor of the
KRASG12D driver mutation and demonstrated selective and reversible inhibition of KRASG12D in both its active and
inactive states.

01.17.23 - IGM Biosciences Initiates First-in-Human Clinical Trial of IGM-7354 in Solid Tumors (PR)
The multicenter, open-label, dose escalation Phase 1 clinical trial will evaluate IGM-7354 intravenously administered as a
monotherapy in patients with relapsed and/or refractory solid tumor cancers. The key objectives of this trial are to provide
an initial assessment of pharmacokinetics, safety and immune cell proliferation

01.15.23 - FDA Approves Luye Pharma's Rykindo® for the Treatment of Schizophrenia and Bipolar 1 Disorder (PR)
Rykindo® is a bi-weekly long-acting risperidone injection and is the first innovative therapy from Luye Pharma's Central
Nervous System (CNS) product portfolio to be marketed in the United States. Rykindo® (risperidone) for extended-release
injectable suspension for the treatment of schizophrenia in adults and as monotherapy or as adjunctive therapy to lithium
or valproate for the maintenance treatment of bipolar I disorder in adults.

01.12.23 - Novo Nordisk announces FDA approval of label update for Rybelsus® (semaglutide) allowing use as a first-line
option for adults with type 2 diabetes (PR)

People living with type 2 diabetes can now take Rybelsus®, the first and only oral glucagon-like peptide-1 (GLP-1) analog,
along with diet and exercise, as initial therapy to help lower their A1C1,2. Since its approval, Rybelsus® has been prescribed
to hundreds of thousands of patients to help improve glycemic control along with diet and exercise3
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