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Phase I clinical trial: 
safety exploration
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Rigorous clinical trials1.5

Clinical trials of new drugs are a complex field where science, ethics, and business are intertwined. The Food and Drug 
Administrations of various countries monitor and treat clinical trials with the strictest standards, the strictest supervision, 
the strictest penalties and the most serious accountability to ensure the safety of patients using medicines. Therefore, in 
clinical trials, risks must be avoided by controlling the quality from the sources in the trials, to establish an effective quality 
management system. At the same time, we have an audit and inspection mechanism at each stage of clinical development 
to maintain the quality of clinical trials. PharmaEssentia complies with the Declaration of Helsinki, the GCP guidelines from 
the International Council of Technical Requirements for Pharmaceuticals for Human Use (ICH-GCP), and our clinical trial plan 
has received approval for investigational new drug (IND) application and phase I, II, and III clinical trials as required by laws 
and regulations of the local government. PharmaEssentia expects to complete more than 19 standard operating procedures 
of clinical trials and 5 standard operating procedures related to medical affairs by the end of 2020.

Note: A major violation is defined as a situation, practice or process that adversely affects the rights, safety, or 
well-being of clinical trial subjects and/or the quality and integrity of data.

Launching international clinical trials to enhance the competitiveness of drugs

During the clinical trial process, the principal investigator (PI) of the trial will regularly perform health assessment on return 
visit subjects and monitor and report any adverse events. All adverse events will be treated or dealt with appropriate medical 
treatment. Appropriate follow-up periods are also set after the clinical trial process to ensure the safety of subjects. At 
present, the Ropeginterferon alfa-2b (P1101), for which the Company has obtained an EMA marketing authorization approval 
for the treatment of polycythemia vera (PV), has also started phase I and phase II clinical trials in Japan and China. Moreover, 
since August 2019, the Ropeginterferon alfa-2b (P1101) has entered the phase III clinical trials for Essential Thrombocythemia 
(ET), and will also be launched in the United States, Taiwan, South Korea, Japan, Hong Kong and China.
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Before each phase of clinical trial:
• Investigational new drug (IND) application and related documents shall be reviewed and 

approved by the competent authorities and the Institutional Review Board (IRB).
• Convening principal investigator (PI) meetings for relevant trainings.
• Written informed consent (ICF) shall be obtained from the subjects, and screening of suitable 

subjects shall be strictly conducted according to the inclusion and exclusion criteria of the 
investigational new drug (IND) application.

After each phase of clinical trial:
• A summary of clinical trial healing efficacy and safety data shall be presented.
• On-site inspections, and benefit and risk assessments shall be granted in a written review 

format by the competent authorities before conducting drug marketing.

Clinical Trial Process

Mid-term:
• The results of internal 

audits, audits of external 
Institutional Review Board 
(IRB), and inspection of 
competent authorities 
indicate that critical findings 
are less than 1. (Note)

Long-term: 
• No critical findings 

are presented in the 
aforementioned inspection 
results.

Future goals

Phase II clinical trial:  
preliminary efficacy 
research

Phase III clinical trial:  
Large-scale efficacy 
confirmation


