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Improve on existing drugs
Reduce the risk of new drug 

development

We have successfully developed 
a new generation of PEG-based 
long-acting alpha interferon drugs 
based on our PEGylation Technology 
Platform, an original protein-based 
drug development, which has signifi-
cantly reduced the risk of new drug 
development. For patients, they can 
enjoy fewer side effects, physicians 
can provide better treatment, and the 
insurance industry can potentially 
reduce hospital and clinic costs, cre-
ating shared value with stakeholders.

Creating Value Through Innovation
During the long development process of biopharmaceutical R&D, a drug 
developer not only invests heavily in R&D and recruits science experts, but it 
must also have the patience and perseverance to keep trying and pursuing 
breakthroughs as well as bear the potential risks associated with the failure 
of new drug development, competitive risks, or various risks associated with 
intellectual property rights. In addition, it must also meet the expectations for 
the new drug from patients and their families, relevant insurance companies, 
and medical personnel. In view of this, we have developed our own "PEGyla-
tion Technology Platform" that builds on our platform of existing drugs and 
have also successfully developed a new generation of PEG-based long-act-
ing alpha interferon drugs. Moreover, this drug may have therapeutic potential 
across multiple indications, which is a competitive advantage compared with 
other competitors. It is being studied not only for the treatment of indications 
related to blood diseases, but also for tumor diseases and viral infections. It is 
exactly where PEC creates the value of access to medicine for patients.

Improvement of Existing Drugs to Reduce the Risks of  New Drug Development

Myeloproliferative neoplasm (MPN) is a chronic hematologic cancer, which is recognized as a 
rare disease in certain countries, that has been a serious and unmet medical need. As for the 
treatment of polycythemia vera (PV), a type of MPN, we have developed a new generation of 
PEG long-acting α interferon, Ropeginterferon alfa-2b (P1101), utilizing our PEGylation technical 
platform. Our partner AOP Orphan used our Ropeginterferon alfa-2b (P1101) for the treatment of 
PV in a 7.5-year clinical study and found that 60% of the patients achieved complete hematologic 
response (CHR), demonstrating its potential to benefit the patient community. Currently, Ropegin-
terferon alfa-2b (P1101) has obtained regulatory marketing approval for the treatment of PV, and 
Phase III pivotal trial for essential thrombocythemia (ET) has been carried out. As the next step, 
we seek to expand the indications of Ropeginterferon alfa-2b (P1101) to Pre-fibrotic primary my-
elofibrosis (Pre-PMF), thus expanding its reach across the MPN field and for more patients world-
wide.

The	safety	and	efficacy	of	BESREMi®	has	been	studied	through	a	7.5-year,	
multi-center	single-arm	clinical	 trial,	and	61%	of	 the	patients	showed	
complete	hematologic	response	(CHR).

Ropeginterferon alfa-2b (P1101) 7 years clinical trial research data results     
7.5 Years of Safety and Efficacy Data

Utilizing technology platform
Effectively develop 

multi-products

Through the PEGylation Technology 
Platform, we are innovating drugs 
that can be used not only for indica-
tions related to hematologic diseas-
es, but also for oncologic diseases 
and viral infections, making it pos-
sible to use one drug for multiple 
indications. If the indication is a rare 
disease, the time to market can be 
improved.

Value of the PEGylation technology platform
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Effectively Develop Diverse Products Through Technical Platform  

After receiving the orphan drug approval from the U.S. Competent authority for Ropeginterferon 
alfa-2b (P1101), an orphan drug designation was also obtained from the Korean MFDS in 2020. 
PEC also passed the Good Manufacturing Practice (GMP) audit by the Korean MFDS competent 
authority in early 2021, allowing us to bring our products to the Korean rare disease market, and 
becoming the first approved treatment for PV in Korea’s clinical medicine. The drug is expected 
to bring better treatment plans to approximately 5,000 local disease patients. Additionally, we 
were also granted the U.S. regulatory marketing approval by the U.S. FDA in November 2021, 
which provides7 years of exclusive marketing rights in the local market.

SASB    HC-BP-000.B
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Ropeginterferon alfa-2b (P1101) is being studied not only for 
indications related to hematologic diseases, but for indica-
tions in neoplastic diseases and hepatitis viral infection dis-
eases. If these studies prove successful, these potential uses 
across multiple indications can create efficiencies across R&D 
expenses and company resources, increase the likelihood 
of regulatory marketing approvals, and allow us to serve and 
benefit a broader group of patients. We have also initiated 
multi-country and multi-center clinical trials globally. At pres-
ent, PEC has simultaneously promoted more than 20 clinical 
trials for cumulatively more than 1,500 patients. Going forward, 
such trial data can also be used as a basis for regulatory mar-
keting approval and the drug application from physicians. 

In addition, through the cooperation between Taiwan and Ja-
pan, we have a deeper understanding of the disease needs 
of the public health system in various regions. Based on the 
long-accumulated knowledge and insights of related diseases 
of external academic institutions, as well as our ability in the 
latest and most cutting-edge technology and skills, we can 
jointly implement the medicine access plans required by dif-
ferent diseases in various regions. In the future, we will also 
continue to accelerate access to medicine for patients around 
the world to fulfill our commitment.

Designation of orphan drug 
for Polycythemia Vera (PV) 
and regulatory marketing 
approval in 
the US and South Korea

Collaborations with 
foreign universities - 
Enhancing local R&D and 
clinical trial capability

One drug for 
multiple indications
In 2021, the number of subjects 
who used the drug in clinical trials 
have grown 18% 
from the previous year

2018 2019 2020 2021
Ongoing joint research studies with universities in Taiwan since 2018. Mostly for devel-
opment and applications of new kidney drugs. Project was completed in Q2 2020, cumu-
lative investment toward this industry-academic project reached nearly NT$2.7 million.

Sponsored Taiwan’s medical centers and Japanese academic institutions to con-
duct related viral hepatitis research programs since 2019. The project was com-
pleted by the end of 2020, with a total investment of over NT$1 million in research 
expenditures.

Partnered with university in Taiwan to research Hepatitis and anti-PD-1 
immunotherapy since 2019. Total investment neared NT$3 million but the 
project was postponed and completed in the end of July 2021 due to the 
COVID-19 pandemic.

Using Ropeginterferon alfa-2b (P1101) 
in Compassionate Use to Benefit the Patients

Certain patients with severe or life-threatening diseases are 
neither qualified for enrollment in clinical trials nor have other 
alternative medical choices; “Compassionate Use” addresses 
the access to medicine needs of these patients. After passing 
the filter criteria from PEC’s internal standardized operating 
procedures, internal reviews, and meeting both statutory re-
quirements and standards from the ethics committee, patients 
may apply to use new experimental drugs that have passed 
scientific research but are not yet approved for marketing 
and sales throughout the world for their urgent treatments. As 
of December 31, 2021, a total of 39 cases were approved in 
Taiwan, and the first overseas application was also approved 
in South Korea. PEC will continue to provide measures related 
to compassionate drug use to satisfy unmet medical needs. 

40 patients

Number of patients 
around the world 
who benefited from 
compassionate use in 2021

Benefits 
Korean patient     
First compassionate use 
in patient overseas
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