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Item 1.01. Entry into a Material Definitive Agreement

On October 25, 2024, Monte Rosa Therapeutics AG (“Monte Rosa AG,” hereinafter the “Company”), a wholly‑owned subsidiary of Monte Rosa 
Therapeutics, Inc. and Novartis Pharma AG (“Novartis”) entered into a License Agreement (the “Agreement”). Pursuant to the Agreement, the Company 
will grant to Novartis an exclusive, royalty-bearing, sublicensable and transferable license to develop, manufacture, and commercialize VAV1 molecular 
glue degraders (“MGDs”), including MRT-6160, which is currently in Phase 1 clinical development for immune-mediated conditions. The Company is 
responsible for completing the ongoing Phase 1 clinical study and Novartis is responsible for all subsequent development and commercial activities starting 
at Phase 2. Development and commercial activities governed by the Agreement will be overseen by a Development Committee and a Commercialization 
Committee. 

Pursuant to the Agreement, the Company is entitled to receive from Novartis (1) an upfront payment of $150 million, (2) up to $2.1 billion in development, 
regulatory, and sales milestones, beginning upon initiation of Phase 2 studies including (a) potential development and regulatory milestone payments, 
exceeding $1.5 billion if multiple indications achieve regulatory approval in multiple territories, (b) potential sales milestones payments in connection with 
sales outside of the United States, and (3) tiered royalties on sales outside of the United States. The Company will continue to be responsible for costs 
associated with the ongoing Phase 1 clinical study and Novartis will be responsible for costs associated with any subsequent clinical studies. The Company 
and Novartis also agreed to a net profit and loss sharing arrangement, pursuant to which the Company will co-fund any global clinical development from 
Phase 3 onwards and will share 30% of any profits and losses associated with the manufacturing and commercialization of the licensed products in the 
United States. The Company has defined opportunities to opt out of the net profit and loss sharing arrangement, in such case, sales in the United States 
would be entitled to the potential sales milestones payments and tiered royalties on sales available outside of the United States. Any costs for any co-funded 
development and commercialization activities are subject to budgets reviewed by the Development Committee and Commercialization Committee, 
respectively.

The Agreement is subject to customary closing conditions, including regulatory clearance under the Hart-Scott-Rodino Antitrust Improvements Act of 
1976. 

The parties have included customary termination provisions in the Agreement, including Novartis’ ability to terminate the Agreement in its entirety. 

Item 7.01. Regulation FD Disclosure

On October 28, 2024, the Company issued a press release announcing its entry into the Agreement. A copy of the press release is furnished hereto as 
Exhibit 99.1.

The information in Item 7.01 of this Form 8-K (including Exhibit 99.1) shall not be deemed “filed” for purposes of Section 18 of the Securities Exchange 
Act of 1934, as amended (the “Exchange Act”), or otherwise subject to the liabilities of that section, nor shall it be deemed incorporated by reference in any 
filing under the Securities Act of 1933, as amended, or the Exchange Act, except as expressly set forth by specific reference in such a filing.

Forward-Looking Statements 

This Current Report on Form 8-K contains “forward-looking statements” of the Company within the meaning of the Private Securities Litigation Reform 
Act of 1995, as amended, including without limitation, express or implied statements regarding expectations regarding the closing of the transaction with 
Novartis, the receipt of upfront, milestone and other payments under the Agreement, the future development and commercialization of  VAV1 MGDs, 
including MRT-6160. Any forward-looking statements in this Current Report on Form 8-K are based on management’s current expectations and beliefs of 
future events, and are subject to a number of risks and uncertainties that could cause actual results to differ materially and adversely from those set forth in 
or implied by such forward-looking statements. For a discussion of these and other risks and uncertainties, and other important factors, any of which could 
cause the Company’s actual results to differ from those contained in the forward-looking statements, see the section entitled “Risk Factors” in the 
Company’s most recent annual report on Form 10-K as well as discussions of potential risks, uncertainties, and other important factors in the Company’s 
other and subsequent filings with the Securities and Exchange Commission. All information in this Current Report on Form 8-K is as of the date of this 
Current Report on Form 8-K, and the Company undertakes no duty to update this information unless required by law.

Item 9.01. Financial Statements and Exhibits

(d) Exhibits 

   
99.1  Press Release issued by Monte Rosa Therapeutics, Inc. dated October 28, 2024.

104  Cover Page Interactive Data File (embedded within the Inline XBRL document).
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Date: October 28, 2024    By:  /s/ Markus Warmuth
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Monte Rosa Therapeu�cs Announces Global License Agreement with Novar�s to Advance T and B Cell-modula�ng VAV1-

directed Molecular Glue Degraders 
 

Agreement expected to accelerate MRT-6160 clinical development and broadly explore therapeu�c opportuni�es across mul�ple 
indica�ons

 
Monte Rosa to receive up-front payment of $150 million and is eligible to receive milestone payments, U.S. profit and loss share, and 

�ered royal�es on ex-U.S. net sales
 

 
BOSTON, Mass., October 28, 2024 – Monte Rosa Therapeu�cs, Inc. (Nasdaq: GLUE), a clinical-stage biotechnology company developing 
novel molecular glue degrader (MGD)-based medicines, today announced a global exclusive development and commercializa�on license 
agreement with Novar�s to advance VAV1 MGDs, including MRT-6160. MRT-6160 is currently in an ongoing Phase 1, single ascending 
dose (SAD)/mul�ple ascending dose (MAD) healthy volunteer study for immune-mediated condi�ons. Under the terms of the 
agreement, Novar�s will obtain exclusive worldwide rights to develop, manufacture and commercialize MRT-6160 and other VAV1 MGDs 
and will be responsible for all clinical development and commercializa�on, star�ng with Phase 2 clinical studies. Monte Rosa remains 
responsible for comple�on of the ongoing Phase 1 clinical study of MRT-6160.
 
“We are thrilled to announce this agreement with Novar�s, a key player in immune-mediated condi�ons, and we are excited about the 
transforma�ve poten�al it provides for Monte Rosa and MRT-6160. We expect this will accelerate and broaden the scope of clinical 
development of MRT-6160 to advance this unique, orally bioavailable modality while retaining substan�al value for Monte Rosa. We 
believe the transac�on validates our unique and industry leading QuEEN™ discovery engine, and it further increases our convic�on to 
ra�onally design and develop highly selec�ve and safe MGDs for undruggable targets, including in the areas of immunology and 
inflamma�on, metabolism, and gene�c diseases,” said Markus Warmuth, M.D., Chief Execu�ve Officer of Monte Rosa Therapeu�cs. “The 
financial resources provided by this agreement are expected to extend our opera�onal runway, enable us to advance our pipeline to 
poten�al value-crea�ng milestones and an�cipated proof-of-concept readouts, and further leverage our QuEEN™ discovery engine.”
 
"Novar�s has had a long-standing interest in molecular glue degraders, which offer the poten�al to tackle challenging biological targets. 
We are excited about their applica�on in immunology and the early progress we have seen by Monte Rosa in this space and with MRT-
6160. We look forward to advancing MRT-6160 and learning more about its poten�al to provide a new therapeu�c op�on for people 
living with a range of immune-mediated condi�ons,” said Fiona Marshall, President of Biomedical Research at Novar�s. “Novar�s is 
commi�ed to bringing forward new therapeu�c op�ons for these pa�ents, and we are happy to be working with Monte Rosa to harness 
the poten�al of this approach to address unmet medical needs.”
 
MRT-6160 is a potent, highly selec�ve, and orally bioavailable inves�ga�onal degrader of VAV1, a key signaling protein downstream of 
both the T- and B-cell receptors. Preclinical studies have demonstrated deep degrada�on of VAV1, resul�ng in a significant decrease in 
cytokines linked to immune-mediated condi�ons, with no detectable effects on other proteins. MRT-6160 has shown promising ac�vity 
in preclinical models of mul�ple immune-mediated condi�ons., 



 

 

 
Agreement Details and Financial Terms 
Under the terms of the agreement, Novar�s has agreed to pay Monte Rosa $150 million up front. Monte Rosa is eligible to receive up to 
$2.1 billion in development, regulatory, and sales milestones, beginning upon ini�a�on of Phase 2 studies, as well as �ered royal�es on 
ex-U.S. net sales. Monte Rosa will co-fund any Phase 3 clinical development and will share any profits and losses associated with the 
manufacturing and commercializa�on of MRT-6160 in the U.S. 
 
The agreement is subject to customary closing condi�ons including regulatory clearance.
 
Monte Rosa plans to provide further informa�on regarding its updated cash posi�on and runway in its third quarter 2024 earnings 
update.
 
About Monte Rosa
Monte Rosa Therapeu�cs is a clinical-stage biotechnology company developing highly selec�ve molecular glue degrader (MGD) 
medicines for pa�ents living with serious diseases in the areas of oncology, autoimmune and inflammatory diseases, and more. MGDs 
are small molecule protein degraders that have the poten�al to treat many diseases that other modali�es, including other degraders, 
cannot. Monte Rosa’s QuEEN™ (Quan�ta�ve and Engineered Elimina�on of Neosubstrates) discovery engine combines AI-guided 
chemistry, diverse chemical libraries, structural biology and proteomics to iden�fy degradable protein targets and ra�onally design 
MGDs with unprecedented selec�vity. The QuEEN discovery engine enables access to a wide-ranging and differen�ated target space of 
well-validated biology across mul�ple therapeu�c areas. Monte Rosa has developed the industry’s leading pipeline of MGDs, which 
spans oncology, autoimmune and inflammatory disease and beyond, and has a strategic collabora�on with Roche to discover and 
develop MGDs against targets in cancer and neurological diseases previously considered impossible to drug. For more informa�on, visit 
www.monterosatx.com  
 
Forward-Looking Statements 
This communica�on includes express and implied “forward-looking statements,” including forward-looking statements within the 
meaning of the Private Securi�es Li�ga�on Reform Act of 1995. Forward-looking statements include all statements that are not historical 
facts and in some cases, can be iden�fied by terms such as “may,” “might,” “will,” “could,” “would,” “should,” “expect,” “intend,” “plan,” 
“objec�ve,” “an�cipate,” “believe,” “es�mate,” “predict,” “poten�al,” “con�nue,” “ongoing,” or the nega�ve of these terms, or other 
comparable terminology intended to iden�fy statements about the future. Forward-looking statements contained herein include, but 
are not limited to, statements about the closing of the transac�on with Novar�s, obliga�ons under the Agreement, the receipt of 
upfront, milestone and other payments under the Agreement, the future development and commercializa�on of  VAV1 MGDs, including 
MRT-6160, our VAV1-directed degrader, referred to as MRT-6160, our expecta�ons regarding the poten�al clinical scope and benefit for 
this program, including results of preclinical studies, and our expecta�ons of �mings for the program, statements around the 
advancement and applica�on of our pipeline, and the planned update related to our financial posi�on, among others. By their nature, 
these statements are subject to numerous risks and uncertain�es, including those risks and uncertain�es set forth in our most recent 
Annual Report on Form 10-K for the year ended December 31, 2023, filed with the U.S. Securi�es and Exchange Commission on March 
14, 2024, and any subsequent filings, that could cause actual results, performance or achievement to differ materially and adversely 
from those an�cipated or implied in the statements. You should not rely upon forward-looking statements as predic�ons of future 
events. Although 



 

 

our management believes that the expecta�ons reflected in our statements are reasonable, we cannot guarantee that the future results, 
performance, or events and circumstances described in the forward-looking statements will be achieved or occur. Recipients are 
cau�oned not to place undue reliance on these forward-looking statements, which speak only as of the date such statements are made 
and should not be construed as statements of fact. We undertake no obliga�on to publicly update any forward-looking statements, 
whether as a result of new informa�on, any future presenta�ons, or otherwise, except as required by applicable law. Certain informa�on 
contained in these materials and any statements made orally during any presenta�on of these materials that relate to the materials or 
are based on studies, publica�ons, surveys and other data obtained from third-party sources and our own internal es�mates and 
research. While we believe these third-party studies, publica�ons, surveys and other data to be reliable as of the date of these materials, 
we have not independently verified, and make no representa�ons as to the adequacy, fairness, accuracy or completeness of, any 
informa�on obtained from third-party sources. In addi�on, no independent source has evaluated the reasonableness or accuracy of our 
internal es�mates or research and no reliance should be made on any informa�on or statements made in these materials rela�ng to or 
based on such internal es�mates and research.
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