
 
 

Modalis Therapeutics Reports Fiscal Year 2021 Financial Results  
and Operational Highlights 

 
14-Feb-2022 TOKYO & Waltham, Mass.- Modalis Therapeutics Corporation (Modalis), a leading 
company developing innovative products for the treatment of rare genetic diseases utilizing its 
proprietary CRISPR-GNDM® epigenetic gene modulation technology, today reported financial results 
for the fiscal year ended December 31, 2021, as well as recent operational highlights.   

"Year 2021 marked significant progress across our portfolio as well as the expansion of our process 
development and preclinical capabilities,” said Haru Morita, Chief Executive Officer of Modalis. “As 
leaders in the field of gene modulation, Modalis continues to make important progress toward 
advancing its gene modulation pipelines. We are grateful to the team members who have dedicated 
energy to this effort, and we look forward to our programs’ next step up to clinic.” 

 

Recent Preclinical and Business Highlights  

l MDL-101 IND-enabling study initiated 
Ø Modalis has initiated IND-enabling studies for MDL-101 for the treatment of for Congenital Muscular Dystrophy 

type 1A (CMD1a), LAMA-2-related disorder. MDL-101 aims to compensate the causative gene LAMA-2 by 
activating its sister gene from its endogenous locus. 

Ø The program is advancing with the accumulation of safety and efficacy data. 
Ø Modalis prepares for INTERACT meeting and plans to file request with FDA in 1Q/2022. 

l MDL-205 is making progress 
Ø The Company continued to make progress in its existing collaborations with Eisai Co., Ltd. on one of the CNS 

targets. At the end of the research collaboration term, both companies will make decision on further 
development. 

l MDL-204 is discontinued due to strategic reasons 
Ø At the end of the research collaboration, Astellas, our partner, decided not to license the product or extend the 

term. Modalis also made a strategic decision to discontinue the program due to competitive landscape in the 
field. 

l Modalis defined cardiovascular as a new target area and started to incubate a program 
Ø Based on the results of a thorough examination and pilot experiments, as well as discussions with several 

pharmaceutical companies, we found that the cardiovascular area is our next frontier. In addition to the 
existing areas of muscle and central nervous system, we will pioneer the program in the new area. 

l Multiple articles will be presented at the 25th Annual Meeting of the American Society of 
Gene and Cellular Therapy (ASGCT)  
Ø At this year’s ASGCT Annual Meeting, Modalis will present preclinical data highlighting its gene modulation 

approach to address CMD1a, including new preclinical data for MDL-101, and data highlighting Modalis’ 
CRISPR-GNDM® technology to identify optimal gRNA, deliver molecules to target tissue with viral vector 
system, and activate the target gene selectively. In addition, Modalis will also present an overview on the 
application of gene modulation for the treatment of a cardiovascular disease. More details of the presentations 
can be found in abstracts which will be published soon on the ASGCT website. 
 

l Research, Manufacturing, and Corporate Updates  
Ø We recently established process development team in our Waltham, MA location and the team is now up and 

running to support our programs including MDL-101. 
 



Fiscal year 2021 Financial Results: 

• Cash Position: Cash and deposits as of December 31, 2021 was ¥4,936 million, compared to 
¥5,421 million as of December 31, 2020, a decrease of ¥485 million. Decrease in Cash and 
deposits were primarily due to a decrease in R&D Expense and G&A Expense despite an 
increase in an irregular income.  

• Revenues: Revenues were ¥1.1 million for full year ended December 31, 2021 respectively. 
Increases in Operating Revenue were primarily due to ongoing collaborations. 

• Research & Development (R&D) Expenses: R&D expenses were ¥1,009 million for full year 
ended December 31, 2021, compared to ¥531 million for December 31, 2020, an increase of 
¥478 million.  Increases in R&D expenses were primarily due to increases in development 
costs associated with the advancement of the Company’s proprietary GNDM platform and 
product candidates. In addition, increased expenses for conducting clinical trials of MDL-
101.     

• General & Administrative (G&A) Expenses: G&A expenses were ¥231 million for full year 
ended December 31, 2021, compared to ¥208 million for December 31, 2020, an increase of 
¥23 million. Increases in G&A expenses were primarily due to increases in payroll and 
personnel costs as well as increases in legal and professional costs.  

• Extraordinary income: Extraordinary income was 485 million for full year ended December 
31, 2021. This is due to a violation of the agreement (lock-up system) of Securities Listing 
Regulations and Enforcement Rules for Securities Listings Regulations by a shareholder of 
the Company. As a countermeasure, the Group has received an irregular income of ¥485 
million. 

• Net Profit: Net Loss was ¥738 million for full year ended December 31, 2021, compared to 
¥448 million for December 31, 2020.  

• Please refer to 4Q Consolidated Financial Results disclosed according to Japanese accounting 
rules in the English version below. 

 
About Modalis: 

Modalis Therapeutics is developing precision genetic medicines through epigenetic gene 
modulation. Modalis is pursuing therapies for orphan genetic diseases using its proprietary CRISPR-
GNDM technology which enables the locus specific modulation of gene expression or histone 
modification without the need for double-stranded DNA cleavage, gene editing or base editing. 
Modalis is focusing initially on genetic disorders caused by loss of gene regulation – resulting in 
excess or insufficient protein production – which includes more than 660 genes that are currently 
estimated to cause human disease due to haploinsufficiency. Headquartered in Tokyo with 
laboratories and facilities in Cambridge, Massachusetts. For additional information, 
visit www.modalistx.com. 

  



Forward-Looking Statements: 

This document has been prepared by Modalis Therapeutics corporation and Modalis Therapeutics 
Inc. (the “Companies”) solely for information purpose only. This document does not constitute or 
form part of and should not be construed as, an offer to sell or issue or the solicitation of an offer to 
buy or acquire securities of the Companies in Japan, the United States or any other jurisdictions. The 
information contained herein is based on current economic, regulatory, market trends and other 
conditions. The Companies make no representation or guarantee with respect to the credibility, 
accuracy or completeness of the information herein. The information contained herein may change 
without prior notice. You may not publish or use this document and the contents thereof for any 
other purpose without a prior written consent of the Companies. Furthermore, the information on 
future business results are forward-looking statements. Forward-looking statements include but not 
limited to expressions such as "believe", “expect", "plan", "strategic", "expect", "anticipate", 
"predict" and "possibility", as well as other similar expressions to explain future business activities, 
achievements, events and future conditions. Forward-looking statements are predictions about the 
future that reflect management's judgment based on currently available information. As such, these 
forward-looking statements are subject to various risks and uncertainties that could cause actual 
results to differ materially from those expressed in or suggested by the forward-looking statements. 
Therefore, you may not rely entirely on forward-looking statements. The Companies do not assume 
any obligation to change or correct any forward-looking statements in light of new information, 
future events or other findings. This document and its contents are confidential and are being 
provided to you solely for your information and may not be retransmitted. This presentation is being 
furnished to you solely for your information and may not be reproduced or redistributed to any 
other person. In giving this presentation, the Companies do not undertake any obligation to provide 
the recipient with access to any additional information or to update this presentation or any 
additional information or to correct any inaccuracies in any such information which may become 
apparent. Information on companies other than the Companies and information provided from third 
parties are based on public information or sources. The Companies have not independently verified 
the accuracy and appropriateness of such data and indicators used herein, nor assume any 
responsibility for the accuracy and appropriateness of such data and indicators presented in this 
document.  
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Consolidated Financial Results 
for the Fiscal Year Ended December 31, 2021 

[Japanese GAAP] 
 

February 14, 2022 
Company name: Modalis Therapeutics Corporation 
Stock exchange listing: Tokyo Stock Exchange 
Code number: 4883 
URL: https://www.modalistx.com/jp/ 
Representative: Haruhiko Morita, President and Representative Director 
Contact: Naoki Kobayashi, CFO and Executive Officer 
Phone: +81-3-6822-4584 
Scheduled date of Ordinary General Meeting of Shareholders: March 29, 2022 
Scheduled date of filing securities report: March 29, 2022 
Scheduled date of commencing dividend payments: - 
Availability of supplementary briefing material on financial results: Available  
Schedule of financial results briefing session: Scheduled (for securities analysts and institutional investors) 
 

(Amounts of less than one million yen are rounded down.) 
1. Consolidated Financial Results for the Fiscal Year Ended December 31, 2021 (January 1, 2021 to December 

31, 2021) 
(1) Consolidated Operating Results (% indicates changes from the previous corresponding period.) 

 
Operating revenue Operating income Ordinary income Profit attributable to 

owners of parent 
Fiscal Year ended Million yen % Million yen % Million yen % Million yen % 
December 31, 2021 1 (99.7) (1,239) − (1,231) − (738) − 
December 31, 2020 342 (46.9) (398) − (439) − (448) − 

(Note) Comprehensive income: Fiscal Year ended December 31, 2021: ¥ (731) million [-%] 
   Fiscal Year ended December 31, 2020: ¥ (450) million [-%] 

 Net income 
per share 

Diluted earnings 
per share Return of equity Ordinary income 

to total assets 
Operating income to 
operating revenue 

Fiscal Year ended Yen Yen % % % 
December 31, 2021 (25.70) − (12.6) (19.9) − 
December 31, 2020 (17.02) − (8.9) (8.6) − 

(Notes) 
For diluted earnings per share, the figure is not presented as the Company recorded basic loss per share, although it had 
dilutive shares, although the Company had dilutive shares. 
 
(2) Consolidated Financial Position 

 Total assets Net assets Equity ratio Net assets  
per share 

 Million yen Million yen % Yen 
As of December 31, 2021 6,069 5,549 91.4 191.57 
As of December 31, 2020 6,277 6,206 98.9 217.67 

(Reference) Equity: As of December 31, 2021: ¥5,549 million 
   As of December 31, 2020: ¥6,206 million 
 
(3) Cash flow 

 Cash flows from 
operating activities 

Cash flows from  
investing activities 

Cash flows from 
financing activities 

Cash and cash equivalents 
at the end of period 

 Million yen Million yen Million yen Million yen 
As of December 31, 2021 (747) 171 72 4,936 
As of December 31, 2020 (376) (830) 2,777 5,421 

 


