
COMPANY UPDATE   

Biotech ‧ Taiwan  

 

15 September 2023  1   

Approval of EG12014 postponed      

  Event 
EirGenix reported January-August sales of NT$480mn, down 48.2% YoY, as CDMO 
(contract development and manufacturing organization) sales have declined markedly 
YTD, while the approval of EG12014, a biosimilar of Herceptin, has been pushed back, with 

the firm intending to apply for a drug license at end-2024, versus previous guidance of 
acquiring the license by end-2024. We now estimate the drug may be approved by 3Q24. 

As the results of EG1206A phase I trials were positive in May, the firm will proceed with 
licensing and prepare for phase III clinical trials in 3Q24. We expect the licensing of 

EG1206A to be completed by 2Q24. 
Impact 
CDMO sales declining, but capacity ramp-up continues. January-August sales fell 48.2% 
YoY to NT$480mn as CDMO sales declined markedly, owing to the cancellation of COVID-
19 vaccine orders (undiluted solution), and reduced investment in biodrugs from protein 
drug developers in the face of high inflation and interest rates. Going forward, EirGenix 
expects to increase the weighting of emerging biologics, including antibody-drug 
conjugates (ADC), multispecific antibodies, viral vectors, and cell therapy in its CDMO 
business. As for traditional biodrugs, the firm will invest heavily in manufacturing and 
microbial production systems. For reference, its mammal cell production capacity will 
reach 25.5k liters by the end of 3Q23F. The firm will also continue to invest in TFBS 
Bioscience (6939 TT, NT$55, NR) to secure the source of key materials, such as viral vectors 

for cell/ gene therapies. The launch of TFBS Bioscience’s plasmid DNA production platform 
is scheduled for 4Q23. 

Approval of EG12014 postponed again. EirGenix met with the US FDA on June 23 to report 
improvements made by the contract manufacturing partner for freeze-dried filling to meet 

FDA requirements. Three validation batches are undergoing the second batch, with 
expected completion for revalidated production in November. The resubmission date has 

been extended to the end of this year, and approval is now anticipated in 3Q24F. However, 
due to the presence of six Herceptin biosimilar drugs already on the market, entering the 
market later may be less advantageous in terms of pricing. Taiwan’s FDA approved 
EG12014 license in May and is planning to start sales in October. The company expects 
approval from the European Medicines Agency (EMA) in 4Q23. 
Valuation & Action 
We maintain Outperform on EirGenix with a target price of NT$135 via the discounted 
cash flow method, with an 11% discount rate that factors in risk adjustments between 
2023 and 2033. 
Risks 
Resubmission delay again of EG12014. 
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EG1206A expected to be licensed out by 2Q24F. Due to satisfactory 
pharmacokinetic results of EG1206A in phase I clinical trials, management 
intends to launch phase III clinical trials in 3Q24, and licensing could be 
concluded by 2Q24. We estimate the value of the licensing deal will be higher 
than that of EG12014. EG1206A is the biosimilar of Perjeta and creates 
synergies when used with Herceptin. Dual-target therapy (Perjeta+Herceptin) 
has been confirmed by Roche (CH) to be the most effective first-line treatment 
for HER2-positive metastatic breast cancer. The combo of EG12014 and 
EG1206A may boost sales for EG12014 when it’s launched, and could offset 
pricing competition from other Herceptin biosimilars.  
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All the above named KGI analyst(s) is SFC licensed person accredited to KGI Asia Ltd to carry on the relevant 

regulated activities. Each of them and/or his/her associate(s) does not have any financial interest in the 

respectively covered stock, issuer and/or new listing applicant. 

Disclaimer 
All the information contained in this report is not intended for use by persons or entities located in or residing in jurisdictions which restrict the distribution of this information by KGI Asia 

Limited (“KGI”) or an affiliate of KGI. Such information shall not constitute investment advice, or an offer to sell, or an invitation, solicitation or recommendation to subscribe for or invest 

in any securities or investment products or services nor a distribution of information for any such purpose in any jurisdiction. In particular, the information herein is not for distribution and 

does not constitute an offer to sell or the solicitation of any offer to buy any securities in the United States of America, or to or for the benefit of United States persons (being residents of the 

United States of America or partnerships or corporations organised under the laws of the United States of America or any state, territory or possession thereof). All the information contained 

in this report is for general information and reference purpose only without taking into account of any particular investor’s objectives, financial situation or needs. Such information is not 

intended to provide professional advice and should not be relied upon in that regard. 

Some of KGI equity research and earnings estimates are available electronically on www.kgi.com.hk. Please contact your KGI representative for information. The information and opinions 

in this report are those of KGI internal research activity. KGI does not make any representation or warranty, express or implied, as to the fairness, accuracy, completeness or correctness of 

the information and opinions contained in this report. The information and opinions contained in this report are subject to c hange without any notice. No person accepts any liability 

whatsoever for any loss however arising from any use of this report or its contents. This report is not to be construed as an invitation or offer to buy or sell securities and/or to participate in 

any investment activity. This report is being supplied solely for informational purposes and may not be redistributed, reproduced or published (in whole or in part) by any means for any 

purpose without the prior written consent of KGI. Members of the KGI group and their affiliates may provide services to any companies and affiliates of such companies mentioned herein. 

Members of the KGI group, their affiliates and their directors, officers and employees may from time to time have a position in any securities mentioned herein.  


