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Notes: 
(1) Changes in Significant Subsidiaries during the Period under Review: N.A. 

(Changes in specified subsidiaries resulting in a change in the scope of consolidation) 
New: ―  Excluded: ― 

(2) Changes in Accounting Policies and Changes in Accounting Estimates 
① Changes in accounting policies that are required under IFRS: N.A. 
② Changes in accounting policies other than ①: N.A. 
③ Changes in accounting estimates: N.A. 

(3) Number of Shares Issued (Common Stock) 
① Number of shares issued as of the end 

of the period (including treasury stock) 
Q2 FY2022 47,462,943 shares FY2021 47,462,943 shares 

② Number of treasury stock as of the end of 
the period 

Q2 FY2022 1,313 shares FY2021 1,313 shares 

③ Average number of shares for the period Q2 FY2022 47,461,630 shares Q2 FY2021 46,377,475 shares 

 
* This consolidated financial report is not subject to audit procedures by certified public accountants or an auditing firm.  
  
* Explanation Concerning the Proper Use of Financial Results Forecasts and Other Relevant Specific Items 

Forward-looking statements including earnings forecasts contained in this report are based on currently available information 
and management’s assumptions and beliefs regarding uncertainties that may impact future earnings forecasts. The Company 
cautions readers that actual results may differ materially from forecasts due to a variety of factors. For the assumptions that 
underpin financial results forecasts as well as other related items, please refer to “1. (4) Outlook for the fiscal year ending December 
31, 2022.” 
The Group is planning to conduct a corporate presentation meeting for institutional investors and analysts on August 17, 2022. 
Briefing materials used at that session will be posted on the Group’s website. 
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1. Analysis of Operating Results and Financial Position 
 
(1) Analysis of operating results 
 
COVID-19 pandemic, supply chain disruptions, rising inflation rates, and volatile capital markets all combined to make Q2 2022 
very challenging to global pharmaceutical industry. Although the lockdown in Shanghai was eased, COVID-19 continues to pose 
many constraints on various business activities in China. The United States has steadily returned to normal, but rapidly rising 
inflation has made it difficult for businesses to plan ahead. These macroeconomic factors had mixed influences on GNI Group’s (the 
Group below) financial results in the first half of 2022. 
 
Notwithstanding such a challenging environment, the Group posted cumulative revenue of ¥8.1 billion thus far in the first half of 
2022, a 26.1% increase compared to the same period last year. Although depreciation of Japanese yen is a factor, the Group’s key 
subsidiaries had a solid performance despite the macro-level challenges. The Group’s operating profit for the first half was ¥1.0 
billion, a decrease of 31.0% YoY. This decline comes from an increase in SG&A expenses in our core subsidiaries whose functional 
currencies are primarily RMB. At their functional currencies level, SG&A increased by 13.5% for the first half of 2022 YoY. On 
average much greater in size than combined R&D spending in RMB terms, that increase in SG&A overshadowed a decline in 
combined R&D costs of 15.1%. Likewise, in our core pharmaceutical subsidiary in the US whose functional currency is USD, SG&A 
expenses increased by 82.6% while its R&D costs was roughly flat for the first half of 2022 YoY. As reported in our Q1 results, our 
total SG&A results continue to be impacted by significant one-time IPO-related expenses in China, in JPY terms approximately 
¥111 million. As a result, the Group’s consolidated half-year profit before tax was ¥790 million, a 34.0% decrease YoY. The decline 
was mainly due to non-cash accrual of interest expenses (around ¥390 million so far this year) associated with Cullgen's financing 
in 2020. Our consolidated half-year profit was JPY 197million, a decrease of 73.4% YoY, but the profit attributable to parent 
company was less impacted. 
 
BC achieved comparable results in YoY under difficult COVID-19 conditions. In addition to the manufacturing and sales of 
ETUARY®, BC made steady progress in R&D such as ETUARY® indication expansions, as stated in the disclosure, “First Subject 
Enrolled for Phase III Clinical Trial of Pirfenidone Capsules (F647) for Treatment of Pneumoconiosis” on June 13th, 2022. BC 
received the listing approval by Chinese Securities Regulatory Commission on July 11th, 2022 and continues to make efforts 
towards the IPO in HKEX; however, BC’s IPO is still subject to the approval of HKEX as well as prevailing market conditions and 
other factors considered. The Group will provide further update in due course. 
 
Berkeley Advanced Biomaterials LLC (BAB below) in the US also continued steady recovery from the pandemic in the first half of 
the year. BAB’s gross profit was down slightly, but operating profit was slightly up in the local currency base YoY. BAB has begun 
work with counterparties in China to expand its sales into East Asia and is exploring possibilities for Japan. 
 
Cullgen continues to focus on progressing and expanding new drug pipeline that utilizes targeted protein degradation technology 
with 8 different drug discovery programs in progress. Cullgen filed an Investigational New Drug (IND below) for its first cancer 
drug with China’s National Medical Products Administration (NMPA below) at the end of April 2022 and was approved in early 
August 2022. 
 

①  Operating results by segment 
Pharmaceutical Segment 
Despite all the difficulties in the market, the revenue from the Group’s main subsidiary BC achieved strong performance from its 
flagship drug product ETUARY® in China on a local currency basis. In yen terms, the Pharmaceutical Segment as a whole had 
¥6.9 billion in revenue, an increase of 28.0% for the first half of 2022, roughly at par YoY. The Segment’s operating profit was ¥479 
million, a decrease of 55.0% YoY. The decrease was mainly due to the strengthening of sales and marketing functions in China and 
the expansion of R&D functions both in the U.S. and China. 
 
Medical Device Segment 
Our Medical Device Segment in the US performed roughly at par with the same period last year in the local currency terms both at 
revenue and profit levels. In yen terms, net sales for the period totaled 1.1 billion, up 15.5% from the same period previous year, 
partly due to foreign exchange effects. Segment income was 525 million, up 34.7% YoY. 
 
② Selling, General and Administrative Expenses; Research and Development Expenses 

Thousand yen 
 Q2 FY2021 YTD Q2 FY2022 YTD Difference 

Selling, general and administrative expenses (3,677,925) (4,765,750) (1,087,824) 

 Personnel expenses (1,420,567) (1,892,666) (472,098)  

Research and development expenses (864,935) (1,089,540) (224,604) 
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Note: Personnel expenses exclude Board member emoluments; actual salaries paid only.  
 
Selling, general and administrative (SG&A) expenses in JPY terms for the first half-year period FY2022 were ¥4.7 billion, a 29.5% 
increase YoY. The increase in SG&A expenses comes mainly from the increase in manpower costs both in the US and China as well 
as the increase in sales and marketing and IPO preparation expenses in China. 
 
Research and Development expenses in JPY terms for the first half-year period of FY2022 were ¥1.0 billion, a 25.9% increase YoY. 
However, as described above, this increase is due to depreciation of JPY. In local currency terms, the R&D expenses declined YoY. 
The decline mainly comes from slowdown in business activities due to COVID-19 pandemic. 
 
③ Finance Income and Finance Costs 

Thousand yen 
 Q2 FY2021 YTD Q2 FY2022 YTD Difference 

Finance income 32,809 175,775 142,965 

Finance costs (290,762) (390,055) (99,292) 

 
Finance income 
In the first half-year period of FY2022, the Group recorded finance income of ¥175 million, a 435.7% increase YoY caused mainly 
by currency translation from depreciating Japanese yen. 
 
Finance costs 
In the first half-year period of FY2022, the Group recorded finance costs of ¥390 million, a 34.1% increase YoY. These finance costs 
come from non-cash accrual of interest expenses related to financing activities at Cullgen. 
 
 (2) Analysis of financial position 

 
Summary of Consolidated Financial Position  

Thousand yen 
 As of December 31, 2021 As of June 30, 2022 Difference 

Total assets 30,296,980 35,266,795 4,969,815 

Total liabilities 11,030,734 13,504,294 2,473,560 

Total equity 19,266,246 21,762,501 2,496,255 
 
Total assets 
As of June 30, 2022, the total assets stood at ¥35.2 billion, a 16.4% increase compared to the previous fiscal year end. This increase 
mainly comes from acquisition of property, plant, and equipment; increase in R&D expense capitalization; increase in goodwill due 
to weaker JPY; and increase in working capital due to increasing business activities. In addition, long-term bank deposits 
purchased in China are included in these figures. 
 
Total liabilities 
As of June 30, 2022, the total liabilities stood at ¥13.5 billion, a 22.4% increase compared to the previous fiscal year end. This 
increase was primarily due to additional non-cash accrual of interest expenses related to Cullgen’s funding. 
 
Total equity 
As of June 30, 2022, the total equity stood at ¥21.7 billion, a 12.9% increase compared to the previous fiscal year end. The increase 
was mainly due to the increase in retained earnings and exchange differences on translation of foreign operations. 
 

Summary of Consolidated Cash Flows 
Thousand yen 

 Q2 FY2021 YTD Q2 FY2022 YTD Difference 

Cash flows from operating activities 1,100,855 389,264 (711,591) 

Cash flows from investing activities (1,006,877) (1,496,808) (489,931) 

Cash flows from financing activities 2,906,178 (267,292) (3,173,471) 
 
Cash flows from operating activities 
The cash flow from operating activities came to ¥389 million in Q2 FY2022 YTD, a 64.6% decrease YoY. The main drivers are 
increase in marketing and R&D expenses as well as corporate tax payments. 
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Cash flows from investing activities 
The cash flow from investing activities came to negative ¥1.4 billion in Q2 FY2022 YTD, a 48.6% YoY increase. The major sources 
of the increase are the acquisition of fixed and non-tangible assets and the purchase of long-term deposits in BC. 

 
Cash flows from financing activities 
The cash flow from financing activities declined to ¥267 million outflows in Q2 FY2022 YTD vs the first half of 2021 inflow of JPY 
2.9 billion. The Group engaged in multiple fund-raising events in the first half of 2021, while there has been no financing activity 
year to date in 2022. 
 
(3) Research and development activities 
[Discovery activities] 
The Group’s drug discovery activities are led by Cullgen, with the objective of developing innovative new chemical entities (NCEs) 
for the novel treatment of diseases, utilizing its drug discovery platform uSMITE™ (ubiquitin-mediated, small molecule induced 
target elimination). 
 
Cullgen continues to make steady progress with its therapeutic protein degrader pipeline, with multiple new degradation agents 
including enzyme and non-enzyme protein that target cancer, pain, and autoimmune indications. 
 
Cullgen’s novel E3 ligand development program is the core technology that is a key to the future of targeted protein degradation 
and aims to develop NCEs that reduce toxicity; alleviate drug resistance; provide tissue, tumor, and subcellular compartment 
selectivity; and expand the substrate spectrum. 
 
Cullgen filed an IND (Investigational New Drug) for its first cancer drug with Chinese regulatory authorities at the end of April 
2022, which was approved in early August 2022.As with FDA (Food and Drug Administration) discussions in the US, active 
discussions continue. 
 
[Development activities] 
 
■ ETUARY® (Generic Name: Pirfenidone) 
Diabetic Kidney Disease (DKD) 
The third ETUARY® indication is for DKD, a chronic kidney disease caused by either type I or type II diabetes. In China, 
reportedly 92.4 million people suffer from diabetes, 20 - 30% of which suffer from Type I or Type II diabetes that can lead to renal 
dysfunction. The Group completed clinical data collection for the Phase I clinical trial and is discussing with NMPA on the next 
phase of clinical trials. 
 
Connective Tissue Disease Associated Interstitial Lung Disease (SSc-ILD and DM-ILD) 
In September 2016, GNI Group received NMPA approval for the fourth ETUARY® indication for the treatment of SSc-ILD and DM-
ILD. This IND approval authorized GNI Group to proceed directly into Phase III clinical trial for two indications: systemic sclerosis 
SSc-ILD and dermatomyositis DM-ILD.  
 
In June 2018, the first patient was enrolled for each of the Phase III clinical trials for the treatment of SSc-ILD and DM-ILD, with 
randomized, double-blind, placebo-controlled, 52 week clinical studies. A total of 144 and 152 subjects are scheduled to be enrolled 
for SSc-ILD and DM-ILD trials, respectively. 
 
Pneumoconiosis (PD) 
In May 2019, the Group received an approval for IND from NMPA on the fifth indication of ETUARY®: pneumoconiosis, a dust-
related chronic lung disease that causes inflammation and scarring (fibrosis) to develop in the lungs. The Group received the ethics 
committee approval on the phase III clinical study of ETUARY® for the treatment of pneumoconiosis in January 2022 and enrolling 
the first patient within 2022. 
 
■ F351 (for Liver Fibrosis) (Generic Name: Hydronidone) 
 
F351 (chemical name: Hydronidone), a therapeutic drug for the treatment of Liver Fibrosis, represents a key candidate in the 
Group’s drug portfolio and a significant part of the Group’s strategy to expand clinical development activities to other major global 
pharmaceutical markets.  
 
F351 is an NCE derivation of ETUARY®, which inhibits hepatic stellate cell proliferation and the TGF-β signaling pathway, both of 
which play major roles in the fibrosis of internal organs. The Group has key global patent rights for F351 in such countries and 
regions as China, Japan, Australia, Canada, the US, and Europe. 
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In August 2020, the Group announced positive results from the initial analysis of the China Phase II clinical trial of F351. The trial 
was a randomized, double-blind, placebo-controlled, multi-center, dose escalation study assessing the safety and efficacy of F351 for 
Hepatic Fibrosis in Chronic Viral Hepatitis B patients in China. The study met its primary endpoint of a statistically significant 
improvement in the liver fibrosis score over the 52 week treatment versus the placebo. 
 
After consultation with China’s Center for Drug Evaluation (CDE), F351 was designated as a Breakthrough Drug for Liver Fibrosis 
in March 2021 by NMPA. This key designation enables the Group to consult with the CDE on a preferential basis, which can 
prioritize its clinical trials. On July 29, 2021, F351 received Phase III clinical trial approval and on January 17, 2022, the first 
patient was enrolled in its trial in China, as we disclosed in January 2022. 
 
The Group continues to consult with the regulatory agency in the US regarding F351’s Phase II clinical trial in the US for NASH 
(non-alcoholic steatohepatitis, an advanced form of non-alcoholic fatty liver disease). 
 
■ F573 (for Acute/Acute-on-chronic Liver Failure) 
 
The Group’s third major new drug candidate following F351 is F573, a di-peptide compound that has the potential to inhibit 
caspases. It is an important compound that is related to apoptosis and inflammation frequently related to Acute Liver Failure 
(ALF) and Acute-on-Chronic Liver Failure (ACLF). The first dosing of its Phase I clinical trial was announced on January 20, 2022. 
 
(4) Outlook for the fiscal year ending December 31, 2022   

 
As described at the beginning of this report, the macroeconomic environment remains volatile and unpredictable. The Group’s 
functional and reporting currency, Japanese Yen, has rapidly depreciated against US dollars and Chinese Yuan, and we expect the 
high-level of volatility to continue. Nevertheless, the Group’s key subsidiaries have so far achieved comparable or better 
performances vs prior periods and have maintained their initial forecast. Accordingly, the Group’s financial forecast for the fiscal 
year ending December 31, 2022, remains unchanged. 
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(5)  Notes to the summary of quarterly consolidated financial statements 

(Notes related to going concern assumptions) 

Not applicable. 

 
(Basis of preparation) 
(1) Matters relating to IFRS 

The Group’s quarterly consolidated financial statements are prepared in accordance with International Financial 
Reporting Standards No.34 “Interim Financial Reporting”. 
 
The Group meets the requirements of "Designated International Accounting Standards Specified Company" listed in 
Article 1-2 of "Rules for Terminology, Format and Preparation Method of Quarterly Consolidated Financial Statements" 
(2007 Cabinet Office Ordinance No. 64). Therefore, the provisions of Article 93 of the same are applied.  
 
The Group’s quarterly consolidated financial statements do not include all the information required by the annual 
consolidated financial statements and should be used in conjunction with the Group's consolidated financial statements 
for the year ended December 31, 2021. 
 

(2) Basis of measurement 
Except for the financial instruments measured at fair value, the Group’s quarterly consolidated financial statements are 
prepared on a cost basis. 
 

(3) Functional currency and presentation currency 
The Group’s quarterly consolidated financial statements are presented in Japanese yen, its functional currency. Figures 
of less than one thousand yen are rounded down. 
 

 (Segment information) 
(1) Reportable segments  

The Group’s reportable segments, from which separate financial data can be obtained, are subject to periodic review by 
the Board of Directors for the purpose of deciding the allocation of resources and assessing performance. 
 
The Group has two business segments: Pharmaceutical Segment consisting of drug development, manufacturing, and 
sales activities as well as contracted research operations; and the Medical Device Segment consisting of development, 
manufacturing and sales activities.   

 
The major products in each reportable segment are as follows. 

Reportable segment Company name Main product 

Pharmaceutical 

GNI Group Ltd.; Beijing Continent Pharmaceutical Co., 
Ltd; Shanghai Genomics, Inc.; GNI Hong Kong Limited; 
GNI Tianjin Limited; Shanghai Genomics Technology, Ltd.; 
Cullgen (Shanghai), Inc.; GNI USA, Inc.; Cullgen Inc.; 
SHANGHAI RUI FU INTERNATIONAL TRADE CO., 
LTD. 

ETUARY®, drug discovery 
and development, reagents 

etc. 

Medical Device Berkeley Advanced Biomaterials LLC Orthobiologics material 
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(2) Reportable segment revenue and profit 
Information about the Company’s reportable segments is as follows. 

 
Previous 1st quarter: Q2 FY2021 YTD (Jan 1, 2021 to Jun 30, 2021) 

       Thousand yen 

 
Reportable segment 

Adjustments Consolidated 
Pharmaceutical Medical Device Total 

Revenue      

(1) Revenue to 
outside customers 

5,457,052 1,008,123 6,465,175 - 6,465,175 

(2) Intra-segment 
revenue and 
transfers 

- - - - - 

Total 5,457,052 1,008,123 6,465,175 - 6,465,175 

Segment profit 1,065,659 389,969 1,455,628 - 1,455,628 

   Finance income 32,809 

   Finance costs (290,762) 

   Profit before tax 1,197,676 

Notes: the segment profit reflects the operating profit in the summary of consolidated statements of income. 
 

Current quarter: Q2 FY2022 YTD (Jan 1, 2022 to Jun 30, 2022) 
       Thousand yen 

 
Reportable segment 

Adjustments Consolidated 
Pharmaceutical Medical Device Total 

Revenue      

(1) Revenue to 
outside customers 

6,989,504 1,165,313 8,154,817 - 8,154,817 

(2) Intra-segment 
revenue and 
transfers 

- - - - - 

Total 6,989,504 1,165,313 8,154,817 - 8,154,817 

Segment profit 479,123 525,544 1,004,668 - 1,004,668 

   Finance income 175,775 

   Finance costs (390,055) 

   Profit before tax 790,388 

Note: the segment profit reflects the operating profit in the summary of consolidated statements of income. 
 
  



GNI Group Ltd. (2160) Consolidated Financial Results for Q2 FY2022 
 

- 15 - 

(Important subsequent events) 
Not applicable. 
 


