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SURVEY OF SPECIFIED DRUG USE OF

PANCRELIPASE FORMURATION (LIPACREON ™)

INVESTIGATION OF LONG-TERM ADMINISTRATION IN PATIENTS WITH
EXOCRINE PANCREATIC INSUFFICIENCY DUE TO CHRONIC PANCREATITIS AND/OR PANCREATIC SURGERY

Takashi OkA, et al., Mylan EPD G. K.

Summary

Objectives: The objective of this survey was to investigate the long-term safety and efficacy of
pancrelipase (LipaCreon®) in patients with exocrine pancreatic insufficiency (EPI) due to chronic
pancreatitis (CP) and/or pancreatic surgery (PS) in postmarketing use.

Methods: Patients were enrolled via a central registration method. In this survey, the observation
period per patient was 52 weeks. Adverse events (AEs) were evaluated according to the MedDRA/J.
Efficacy data collected during the survey period included induced clinical symptomatology, nutritional
parameters and quality of life (QOL) in order to identify any improvement due to LipaCreon® treatment
compared with baseline at the start of this survey.

Results: Patients were registered from 136 institutions nationwide from August 2011 through July
2014. Our investigation of safety data in 553 patients indicated that adverse drug reactions (ADRs)
caused by LipaCreon® treatment were reported in 36 patients (6.5%) with the most common being
gastrointestinal events. In only 4 patients (5 events), serious ADRs (SADRs) were observed. Our
investigation of efficacy data indicated that there were statistically significant improvements in clinical
symptomatology (steatorrhea, diarrhea, foul stool odour, etc.) nutritional laboratory parameters (body
weight, serum total protein, albumin, total cholesterol, etc.) and the QOL status of patients.
Conclusion: The results of the present survey suggest that the long-term LipaCreon” treatment is
safe and effective in patients with EPI due to CP and/or SP, etc.

Key words: exocrine pancreatic insufficiency, chronic pancreatitis, pancreatic surgery, quality of life,
pancreatic enzyme replacement therapy
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