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IDEAYA Announces Clinical Study Collaboration with Gilead Sciences to
Evaluate Trodelvy® and IDE397 Combination in MTAP-Deletion Bladder
Cancer

Read the post

Exelixis and Arcus Biosciences Announce Clinical Trial Collaboration to
Evaluate Zanzalintinib in Combination with AB521 in Patients with
Advanced RCC

Read the post

First Patient Enrolled in Phase 2 Clinical Study Evaluating BDC-1001 in
Patients with HER2-Positive Breast Cancer Previously Treated with Enhertu

Read the post

STELLAR-305 Phase 2/3 Pivotal Trial of Zanzalintinib + Pembrolizumab in
Patients with Previously Untreated Recurrent or Metastatic Head and Neck
Cancer announced

Read the post

FDA Grants Priority Review of sBLA for ELAHERE® (mirvetuximab
soravtansine-gynx) in Platinum-Resistant Ovarian Cancer
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STEMPEERS

MedNess Diagnostics

Foundation Medicine

Foundation Medicine stands as an early innovator, harnessing genomics technologies
for scalable, high-throughput cancer gene mutation profiling-based diagnoses.
Established in 2010 in Cambridge, Massachusetts, the company’s first product,
FoundationOne, was launched in 2012 as a tissue-based test. This was followed by
FoundationOne Heme in 2013, an NGS based comprehensive genome...

Read the post

Read more news on
MedNess Diagnostics

MedNess Neuro

Aquinnah’s potential Alzheimer’s drug capable of
reducing ~70% brain tau pathology

Aquinnah Pharmaceuticals recently announced the preclinical findings on its novel
therapeutic designed to slow or stop the progression of Alzheimer’s Disease (AD) and
related disorders. Their drug discovery relies on identifying compounds capable of
eliminating persistent stress granules. Stress granules are aggregates of proteins and
RNA molecules formed as a cell...

Read the post
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Read more news on
MedNess Neuro

Drug approvals

Abecma Becomes First CAR T Approved for Use
in Earlier Lines of Therapy for Patients with
Relapsed or Refractory Multiple Myeloma in
Japan

Commenting on the approval, Makoto Sugita, Bristol Myers Squibb’s head of R&D in
Japan, said, “Multiple myeloma is an intractable disease with recurrent relapses that

are difficult to cure with existing therapies. Treatment options for patients with RRMM
are limited, and we are pleased that Abecma is the first CAR...

Read the post

Read more news on
Drug Approvals

Regulatory news

4 de 12 06/02/2024, 15:43


https://medness.org/section/medness-plus/neuro/
https://medness.org/section/medness-plus/neuro/
https://medness.org/section/medness-plus/neuro/
https://medness.org/abecma-becomes-first-car-t-approved-for-use-in-earlier-lines-of-therapy-for-patients-with-relapsed-or-refractory-multiple-myeloma-in-japan/
https://medness.org/abecma-becomes-first-car-t-approved-for-use-in-earlier-lines-of-therapy-for-patients-with-relapsed-or-refractory-multiple-myeloma-in-japan/
https://medness.org/abecma-becomes-first-car-t-approved-for-use-in-earlier-lines-of-therapy-for-patients-with-relapsed-or-refractory-multiple-myeloma-in-japan/
https://medness.org/abecma-becomes-first-car-t-approved-for-use-in-earlier-lines-of-therapy-for-patients-with-relapsed-or-refractory-multiple-myeloma-in-japan/
https://medness.org/abecma-becomes-first-car-t-approved-for-use-in-earlier-lines-of-therapy-for-patients-with-relapsed-or-refractory-multiple-myeloma-in-japan/
https://medness.org/abecma-becomes-first-car-t-approved-for-use-in-earlier-lines-of-therapy-for-patients-with-relapsed-or-refractory-multiple-myeloma-in-japan/
https://medness.org/abecma-becomes-first-car-t-approved-for-use-in-earlier-lines-of-therapy-for-patients-with-relapsed-or-refractory-multiple-myeloma-in-japan/
https://medness.org/abecma-becomes-first-car-t-approved-for-use-in-earlier-lines-of-therapy-for-patients-with-relapsed-or-refractory-multiple-myeloma-in-japan/
https://medness.org/abecma-becomes-first-car-t-approved-for-use-in-earlier-lines-of-therapy-for-patients-with-relapsed-or-refractory-multiple-myeloma-in-japan/
https://medness.org/abecma-becomes-first-car-t-approved-for-use-in-earlier-lines-of-therapy-for-patients-with-relapsed-or-refractory-multiple-myeloma-in-japan/
https://medness.org/abecma-becomes-first-car-t-approved-for-use-in-earlier-lines-of-therapy-for-patients-with-relapsed-or-refractory-multiple-myeloma-in-japan/
https://medness.org/abecma-becomes-first-car-t-approved-for-use-in-earlier-lines-of-therapy-for-patients-with-relapsed-or-refractory-multiple-myeloma-in-japan/
https://medness.org/abecma-becomes-first-car-t-approved-for-use-in-earlier-lines-of-therapy-for-patients-with-relapsed-or-refractory-multiple-myeloma-in-japan/
https://medness.org/abecma-becomes-first-car-t-approved-for-use-in-earlier-lines-of-therapy-for-patients-with-relapsed-or-refractory-multiple-myeloma-in-japan/
https://medness.org/abecma-becomes-first-car-t-approved-for-use-in-earlier-lines-of-therapy-for-patients-with-relapsed-or-refractory-multiple-myeloma-in-japan/
https://medness.org/abecma-becomes-first-car-t-approved-for-use-in-earlier-lines-of-therapy-for-patients-with-relapsed-or-refractory-multiple-myeloma-in-japan/
https://medness.org/abecma-becomes-first-car-t-approved-for-use-in-earlier-lines-of-therapy-for-patients-with-relapsed-or-refractory-multiple-myeloma-in-japan/
https://medness.org/abecma-becomes-first-car-t-approved-for-use-in-earlier-lines-of-therapy-for-patients-with-relapsed-or-refractory-multiple-myeloma-in-japan/
https://medness.org/section/onconews/drug-approvals/
https://medness.org/section/onconews/drug-approvals/
https://medness.org/section/onconews/drug-approvals/

MedNess newsletter December 11, 2023

5de 12

FDA Grants Priority Review of sBLA for
ELAHERE® (mirvetuximab soravtansine-gynx) in
Platinum-Resistant Ovarian Cancer

“With the FDA's filing of our sBLA, we are one step closer to securing full approval of
ELAHERE in the US and establishing this novel ADC as the standard of care in FRa-
positive platinum-resistant ovarian cancer,” said Michael Vasconcelles, MD,

ImmunoGen’s Executive Vice President, Research, Development, and Medical Affairs.
“This...

Read the post

Both FDA Fast Track and Breakthrough Therapy
Designation for Cretostimogene
Grenadenorepvec in High-Risk BCG-
Unresponsive Non-Muscle Invasive Bladder
Cancer

“Receiving both FDA Fast Track and Breakthrough Therapy Designation is an
important milestone in the development of cretostimogene grenadenorepvec and for
patients with bladder cancer who urgently need more therapeutic options,” said Ambaw

Bellete, President & Chief Operating Officer, CG Oncology. “We are encouraged by this
momentum following our recent...

Read the post

Read more news on
Regulatory news

Trial results
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KEYLYNK-008 Trial of KEYTRUDA + LYNPARZA
for Patients With Metastatic Squamous NSCLC to
Stop for Futility

“While there have been significant scientific advancements in lung cancer research in
recent years, unmet needs remain for patients with advanced non-small cell lung
cancer,” said Dr. Marjorie Green, senior vice president and head of late-stage

oncology, global clinical development, Merck Research Laboratories. “We sincerely
thank the patients and investigators...

Read the post

FAILED TRIAL: Phase 3 LEAP-001 Trial
Evaluating KEYTRUDA + LENVIMA as 1L
Treatment for Patients with Advanced or
Recurrent Endometrial Carcinoma did not meet
primary dual endpoints

“We remain confident in the proven benefit of KEYTRUDA plus LENVIMA for the
treatment of appropriate patients with certain types of previously treated advanced
endometrial carcinoma based on results from the KEYNOTE-775/Study 309 trial and

will continue to research the KEYTRUDA plus LENVIMA combination in patients with
other types of...

Read the post

Read more news on Trial
results

Trial status
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First Patient Enrolled in Phase 2 Clinical Study
Evaluating BDC-1001 in Patients with HER2-
Positive Breast Cancer Previously Treated with
Enhertu

“The dosing of the first patient in this trial is a significant achievement in our efforts to
find new treatment options for patients with HER2-positive breast cancer that continues

to progress after treatment,” said Kang, a principal investigator on the study. “Despite
the numerous HER2-targeted therapeutics approved for treating advanced...

Read the post

STELLAR-305 Phase 2/3 Pivotal Trial of
Zanzalintinib + Pembrolizumab in Patients with
Previously Untreated Recurrent or Metastatic
Head and Neck Cancer announced

“We are excited to progress zanzalintinib, our next-generation multi-targeted tyrosine
kinase inhibitor, into this population of patients who otherwise are relegated to
immunotherapy plus chemotherapy, but may benefit from a chemo-free option,” said

Amy Peterson, M.D., Executive Vice President, Product Development & Medical
Affairs, and Chief Medical Officer, Exelixis. “This...

Read the post

Read more news
on Trial Statuses

Conference Coverage
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CONFERENCE COVERAGE: 2023 SITC Annual
Meeting

Read the post

Business News

IDEAYA Announces Clinical Study Collaboration
with Gilead Sciences to Evaluate Trodelvy® and
IDE397 Combination in MTAP-Deletion Bladder
Cancer

“We are delighted to enter into this clinical collaboration with Gilead that advances our
multi-pronged strategy designed to deliver maximal benefit to MTAP-deletion solid
tumor patients. We believe the strong mechanistic rationale of this combination, and

the monotherapy efficacy observed by both agents in MTAP-deletion bladder cancer,
may enabile this...

Read the post

8de 12 06/02/2024, 15:43


https://medness.org/conference-coverage-2023-sitc-annual-meeting/
https://medness.org/conference-coverage-2023-sitc-annual-meeting/
https://medness.org/conference-coverage-2023-sitc-annual-meeting/
https://medness.org/conference-coverage-2023-sitc-annual-meeting/
https://medness.org/conference-coverage-2023-sitc-annual-meeting/
https://medness.org/conference-coverage-2023-sitc-annual-meeting/
https://medness.org/ideaya-announces-clinical-study-collaboration-with-gilead-sciences-to-evaluate-trodelvy-and-ide397-combination-in-mtap-deletion-bladder-cancer/
https://medness.org/ideaya-announces-clinical-study-collaboration-with-gilead-sciences-to-evaluate-trodelvy-and-ide397-combination-in-mtap-deletion-bladder-cancer/
https://medness.org/ideaya-announces-clinical-study-collaboration-with-gilead-sciences-to-evaluate-trodelvy-and-ide397-combination-in-mtap-deletion-bladder-cancer/
https://medness.org/ideaya-announces-clinical-study-collaboration-with-gilead-sciences-to-evaluate-trodelvy-and-ide397-combination-in-mtap-deletion-bladder-cancer/
https://medness.org/ideaya-announces-clinical-study-collaboration-with-gilead-sciences-to-evaluate-trodelvy-and-ide397-combination-in-mtap-deletion-bladder-cancer/
https://medness.org/ideaya-announces-clinical-study-collaboration-with-gilead-sciences-to-evaluate-trodelvy-and-ide397-combination-in-mtap-deletion-bladder-cancer/
https://medness.org/ideaya-announces-clinical-study-collaboration-with-gilead-sciences-to-evaluate-trodelvy-and-ide397-combination-in-mtap-deletion-bladder-cancer/
https://medness.org/ideaya-announces-clinical-study-collaboration-with-gilead-sciences-to-evaluate-trodelvy-and-ide397-combination-in-mtap-deletion-bladder-cancer/
https://medness.org/ideaya-announces-clinical-study-collaboration-with-gilead-sciences-to-evaluate-trodelvy-and-ide397-combination-in-mtap-deletion-bladder-cancer/
https://medness.org/ideaya-announces-clinical-study-collaboration-with-gilead-sciences-to-evaluate-trodelvy-and-ide397-combination-in-mtap-deletion-bladder-cancer/
https://medness.org/ideaya-announces-clinical-study-collaboration-with-gilead-sciences-to-evaluate-trodelvy-and-ide397-combination-in-mtap-deletion-bladder-cancer/
https://medness.org/ideaya-announces-clinical-study-collaboration-with-gilead-sciences-to-evaluate-trodelvy-and-ide397-combination-in-mtap-deletion-bladder-cancer/
https://medness.org/ideaya-announces-clinical-study-collaboration-with-gilead-sciences-to-evaluate-trodelvy-and-ide397-combination-in-mtap-deletion-bladder-cancer/
https://medness.org/ideaya-announces-clinical-study-collaboration-with-gilead-sciences-to-evaluate-trodelvy-and-ide397-combination-in-mtap-deletion-bladder-cancer/
https://medness.org/ideaya-announces-clinical-study-collaboration-with-gilead-sciences-to-evaluate-trodelvy-and-ide397-combination-in-mtap-deletion-bladder-cancer/
https://medness.org/ideaya-announces-clinical-study-collaboration-with-gilead-sciences-to-evaluate-trodelvy-and-ide397-combination-in-mtap-deletion-bladder-cancer/
https://medness.org/ideaya-announces-clinical-study-collaboration-with-gilead-sciences-to-evaluate-trodelvy-and-ide397-combination-in-mtap-deletion-bladder-cancer/
https://medness.org/ideaya-announces-clinical-study-collaboration-with-gilead-sciences-to-evaluate-trodelvy-and-ide397-combination-in-mtap-deletion-bladder-cancer/
https://medness.org/ideaya-announces-clinical-study-collaboration-with-gilead-sciences-to-evaluate-trodelvy-and-ide397-combination-in-mtap-deletion-bladder-cancer/
https://medness.org/ideaya-announces-clinical-study-collaboration-with-gilead-sciences-to-evaluate-trodelvy-and-ide397-combination-in-mtap-deletion-bladder-cancer/

MedNess newsletter December 11, 2023 https://medness.org/?na=view&id=59

Exelixis and Arcus Biosciences Announce
Clinical Trial Collaboration to Evaluate
Zanzalintinib in Combination with AB521 in
Patients with Advanced RCC

“We are excited to learn more about the potential effects of zanzalintinib plus Arcus’
HIF-2a inhibitor, as these two molecules approach the inhibition of cancer cell
proliferation and tumor angiogenesis from differing angles, and combination therapy

may provide better outcomes than either therapy alone,” said Amy Peterson, M.D.,
Executive Vice...

Read the post

Read more
Business news

Editor's Desk

Richa Tewari, Managing Director and Shalini Roy Choudhury, Managing Editor
Contributing Author, Onco-This-Week
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Disclaimer

The editors take care to share authentic information. In case of any discrepancies please write

to newsletter@medness.org

The sponsors do not have any influence on the nature or kind of the news/analysis reported in MedNess. The views
and opinions expressed in this article are those of the authors and do not necessarily reflect the official policy or
position of MedNess. Examples of analysis performed within this article are only examples. They should not be
utilized in real-world analytic products as they are based only on very limited and dated open source information.
Assumptions made within the analysis are not reflective of the position of anyone volunteering or working for
MedNess. This blog is strictly for news and information. It does not provide medical advice, diagnosis or treatment
nor investment suggestions. This content is not intended to be a substitute for professional medical advice,
diagnosis, or treatment. Always seek the advice of your physician or another qualified health provider with any
questions you may have regarding a medical condition. Never disregard professional medical advice or delay in

seeking it because of something you have read on this website.

MedNess is a part of STEMPeers® which is a 501(c)(3) organization registered in PA as PhD Career Support Group.
The organization helps create a growing network of STEM scientists that is involved in peer to peer mentoring and

support.
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